SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

IRVINE, CA 92618

AEROGEN INC,

ATIN: TRACI V. A EDWARDS
1310 CRLEANS DR.
SUNNYVALE, CA 94089

AGILENT TECHNOLOGIES, INC.
ATTN: MIKE HUDON

3000 MINUTEMAN RD., MS 0491

ANDOVER, MA 01810-1099

ANDOVER, MA 01810-1099

ATRSEP CCRP.

ATIN: PETER WEISENBORN
290 CREEKSIDE DR.
BUFFALO, NY 14228-2070

AIRSEP CCRP.

ATIN: JRMES A ALESSI
290 CREEKSIDE DR.
BUFFALO, NY 14228-2070

ALARIS MEDICAL SYSTEMS, INC

ATIN: RENEE L FIUET
10221 WATERIDGE CIRCLE
SAN DIFGO, CA 92121~2733

G¥S-Crac

510(k) NO:
PHONE NO :

510(k) NO
PEONE NO

.
.
»
.

510(k) MO
PHONE NO

510(k) NO:
PHONE NO @

510(k)

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO,

K001547
46 873 00760

R002006
847-935-3715

K002401
949-789-3838

KS92831
408-543-2414

KD02009
978-653-3173

KD02397
978-659-3380

K001467
716~691-0202

K001579
716-691-0202

KS93524
619-458-7563

05-SEP-2000
Page 1

DEVICE: ETEST ESHL CT/CTL STRIP; EI.‘ESI‘ESBI’..TZ/TZLSIRIP
SE DECISION MADE: O7-AUG-2000 , o
510(k) STATEMENT <

DEVICE: LIFESHIFID ADDITIVE PIERCING PIN
SE DECISION MADE: 10-AG-2000

510(k) STATEMENT

DEVICE: CIDEX OPA SCLUTION (0.55% CORTHRO-PHTHALALDEHYDE SCLUTICN)
SE DECISICN MADE: 29-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: AERONEB II, MCDEL APN 200
SE DECISICN MADE: 25-AUG-2000
510(k) SIMVARY AVAILABIE FROM FDA

DEVICE: HP M2376A DEVICE LINK SYSTEM, MCDEL M2376A
SE DECISICN MADE: 02-AUG-2000
510(k) SMMARY AVAILASLE FROM FDA

DEVICE: M2430 DIAGNOSTIC ULTRASOUND SYSTEM WITH THE 21420 TRANSDUCER
SE DECISION MADE: 17-AlG-2000
510(k) SWMARY AVAILAELE FROM FDA

DEVICE: DA VINCHI EMG/EP ISA1004EP
SE DECISION MADE: Ol1-AUG-2000
510(k) STATEMENT

DEVICE: IMPULSE SELECT
SE DECISION MADE: 31-AUG-2000
510(k) STATEMENT

DEVICE: ADVANTIS ASC INFUSICN PUMP AND ADMINISTRATICN SETS
SE DECISION MADE: O1-AUG-2000
510(k) SUMMARY AVATIARLE FROM FDA

LST7 g9
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FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000
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ATTN: NAISHU WANG
11494 SORRENTO VAITEY RD

R WS tea YAt V& ey

SUTTE F/M

SAN DIFGO, CA 92121

ALFA SCIENTIFIC DESIGNS, INC.
ATIN: NAISHU WANG

11494 SORRENTO VALLEY RD.,
SUTTE F/¥

SAN DIEGO, €A 92121

ALFA SCIENTIFIC DESIGNS, INC.
ATIN: NAISHU WANG

11494 mﬂb VALLEY RD.,
SUITE F/M

SAN DIBEGO, CA 92121

ALFA SCIENTIFIC DESIGNS, INC.

RNAVYRL. AR TAPWE Pemswmes

ALINT NALDEY  WANG

11494 SCRRENTO VALLEY FD.,

errreown v har
wLiD £/

SAN DIEGO, CA 92121

ALIRGIANCE HEALTHCARE COPORATICN

ATINe CIIADYVAT DOARDTNG

AALALES LRMMWAN  LOARILLNS

1500 WAUKERGAN ROAD
RUTIDING WM

i ke WP YW A

MOGAW PARK, IL 60085

ALLEGTANCE HEALTHCARE CCRP.
ATIN: PATRICIA SHARPE-GREGG

MOGAW PARK, II 60085

510(k) NO:

510(k) NO:
PHONE NO

510(k) NO:
PXE NO

134

10

bt

) NO
E N :

os o8

:

KD01126

LA SO ATITIN

Q=0T L~4/ IV

wooA220R
NG SEIG T

858~350-9798

K294399

858--350-9798

K994400
858-350-9798

K994403
858-350-9798

K002419

oA 706 2211
PR I= QTSI Ard

K983299
847-578-3636

NT (SE) 510(K) SMBRRIES OR 510(K) STATEMENTS 05-SEP-200C

Page 2

DEVICE: PEACE OF MIND MULTIPLE DRUGS CF ABUSE TEST

LR TYANTATAAY LIATYIR . AT AT O
QD MEALLOINAN FRWIL G JI—DAAT=L\NNS

510(k) SUMMARY AVAILARIE FRCM FDA

PNEVTOR . INOTANTLUUTEYW AMDURTAMTNGE TIRTNE CAQSETTE TEST
N URUN CASSELLR 1ol

LS AAWILIUNL=V AWV LRICIMHILRILL

SE DECISION MADE: 07-AUG-2000
510(k) SUMBRY AVATLARIE FROM FDA

DEVICE: INSTANT-VIEW AMPHETAMINE URINE DIP STRIP TEST

SE DECISICN MADE: 04-AUG-2000
510(k) SRMARY AVAILABLE FRCM FDA

DEVICE: INSTANT-VIEW METHAMPHETAMINE URINE CASSETTE TEST
SE DECISICN MADE: 04-AUG-2000

510(k) SIMMRRY AVAILABLE FRCM FDA

DEVICE: INSTANT-VIEW OOCAINE (BENZYLECGONINE) URINE DIP STRIP TEST
SE DECISION MADE: 14-AUG-2000

510(k) SUMMARY AVAILAHLE FROM FDA

DEVICE: INSTANT-VIEW METHAMPHETAMINE URINE DIP STRIP TEST

o ter i e ma e A meem AAAA

SE DECISIGN MADE: .\.HM:-&UUU

DEVICE: SURGICAL DRAPES

O NEYYTQTAAT MANRD. 18 _ATY 2NN
s WEALIAIANAN DMUIGIe LT TRAT=L\NNS

SOMMADY AVATTART B FROM TNA

LEdeal LiAa

DEVICE: ALLEGIANCE GENESIS CONTAINER SYSTEM
SE DECISICN MADE: 04-AIG-2000

510(k) SUMMARY AVATLARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIAILY EQUIVALENT (SE) 510(K) SWMMBRIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

2380 WALSH AVENUE, BUILDING B

SANTA CLARA, CA 95051

ARTHREX, INC.

ATTN: VERNCN C BROWN
2885 SOUTH HORSESHCE DR.
NAPLES, FL 34104

ATIN: BRICE PROTHRO
595 NORTH PASTCRIA AVE.
SUNNYVALE, CA 94086

ASRHI MEDICAL 0., LID.
DELS)
ATIN: DAVID L. WEST

1801 ROCKVILLIE PIKE PIKE

SUTITE 300
ROCRVILLE, MD 20852

AUSTENAL, INC.

ATIN: RONALD DUDEK
4101 WEST 51ST ST.
CHICACO, IL 60632-4287

BUSTENAL, INC.

ATIN: RCNALD DUDEK
4101 WEST 51ST ST.
CHICAGO, IL 60632-4287

DUNDEE, TAYSIDE, SOOTLAND,

510(k) NO: KOOO788
PHONE NO : 508-884-9611

510(k) NO: K001420
PHONE NO : 408-562-0250

510(k) NO: K991971
PHORE NO : 941-643-5553

510(k) NO: K0O1588

, ARTHROCARE SYSTEM 20

PHCNE NO : 408-736-0224

510(k) NO: K001250
PHONE NO : 301-272-3113

510(k) NO: KOO1799
PHONE NO : 773-735-0600

510(k) NO: K001815
PHONE NO : 773-735-0600

510(k) NO: K001731
PHONE NO : 757-566-3510

510(k) NO: KOO1981
PIXNE NO :

440 138 2422000

DEVICE: APEX MIDULAR HIP STEM
SE DECISICN MADE: 04-AG-2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: SLIDESCAN
SE DECISION MADE: 30-AUG-2000
510(k) SIMMARY AVAITABLE FRCOM FDA

DEVICE: ARTHREX CHONDRAL DART, MCUEL AR-4005B-18
SE DECISICN MADE: O4-RDG-2000
510(k) SUMMARY AVATLABLE FROM FDA

05-SEP-2000
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DEVICE: ARTHROCARE SYSTEM 2000 CONTROLIER, ARTHROCARE SYSTEM 2000 CAHL

SE DECISICN MADE: 17-AX:-2000
510(k) SUMMARY AVATLARLE FRCM FDA

DEVICE: APS SERIES DIALYZERS (WET MCDELS), APS SERIES DIALYSIS (DRY MC

SE DECISIOCN MADE: 16-AUG-2000
510(k) SMARY AVATIAELE FRCM FDA

DEVICE: DC-TELL
SE DECISICN MADE: 10-ADG-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: DC ZIRKON
SE DECISION MADE: 10-AUG-2000
510(k) SIMMARY AVAILARIE FROM FDA

DEVICE: AVID-NIT LOSS OF RESISTANCE SYRINGE

SE DECISION MADE: 29-AUG-2000

510(k) STATEMENT

DEVICE: DIASTAT ANTI-CARDIOLIPIN IGA, MCDEL FCAR 500

SE DECISION MADE: 21-AUG-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICONS RENDERED DURING THE PERICD O1-AlXG—2000 THROUGH 31-AUG~2000

AXYA MEDICAL, INC.
(BAK)

ATTN: HOWRRD L SCHRAYER
100 CIMMINGS CENTER
SUITE 444C

BEVERLY, MA 01915

B & K MEDICAL A/S

BECKMAN COULTER, INC.
ANALYZER, MCDELS 33560, 33565
ATIN: ANGELA M BYLAND

1000 LAKE HAZELTINE DR.
CHASKA, MN 55318-1084

BECXMAN QOULTER, INC.

SYSTEMS, MCDELS 34470, 34475, AND

ATIN: JAN OLSEN
1000 LAKE HAZELTINE DRIVE
CHASKA, MN 55318-1084

BIO MED SCIENCES, INC.
ATIN: MARK E DILLON
1111 EAMITTON STREET
ALLENTOAN, PA 18101

BIO-RAD LABORATCRIES
ATIN: ELIZABETH PLATT
9500 JERONIMO RD.
IRVINE, CA 92618-2017

BIO-RAD LABCRATORIES

IRVINE, CA 92618-2017

BIO-RAD LABORATCRIES
ATIN: ELIZABETH PLATT
9500 JERONIMD RD.
IRVINE, CA 92618-2017

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) No:
PHCONE MO :

510(k) NO:
34479

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

510(k) NO:
PHONE NO

K002435
609-924-9510

K002085
011 454 5970100

K001571
551 938 8063030

k001935
612-368-1615

KD02453
612-368-1269

KD02109
610-432-8220

K002120
949-598-1285

K002196
949-598-1285

K002460
949-598-1285

05~-SEP-2000
Page 4

DEVICE: MCOIFICATION TO AXYA MEDICAL, INC. BONE ANCHCR SYSTEM AND KIT
SE DECISION MADE: 24-AlG~2000

510(k) SIMMARY AVATLABLE FROM FDA

DEVICE: ULTRASCUND SCANNER, TYPE 1101

SE DECISION MADE: O1-AUG-2000
510(k) SIMMARY AVATIAELE FROM FDA

DEVICE: BAIMER FEMORAL HEAD
SE DECISION MADE: 04--AUG-2000

510(k) STATEMENT

DEVICE: RCCESS TESTOSTERCNE REAGENTS FOR USE ON THE ACCESS IMMUNOASSAY

SE DECISICN MADE: 22-AUG-2000
510(k) SIMMARY AVATLAELE FROM FDA

DEVICE: AOCESS TOXO IGM II REAGENTS FOR USE ON THE ACCESS IMMUNCASSAY

SE DECISION MADE: 31-ADG-2000
510(k) SIMMARY AVAILARLE FRCM FDA

DEVICE: OLEEVA FORM
SE DECISION MADE: 31-AlG-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: LIQUICHEK BLOCD GAS CONTIRCL, MODEL 571, 572, 573
SE DECISION MADE: 21-AUG-2000
510(k) SIMMARY AVAIIABIE FRCM FDA

DEVICE: LYPHOCHEK FERTILITY OONTROL, MDELS 480, 481, 482, 483
SE DECISICN MADE: 07-AlX-2000
510(k) SIMMARY AVATLARIE FRCM FDA

DEVICE: LIQUICHEK LIPIDS CONTROL, MCDEL 641, 642
SE DECISICN MADE: 31-AUG-2000
510(k) SIMMARY AVATLARIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS 05-SEP-2000
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-2UG-2000 THROUGH 31-AUG-2000 Page 5
BI?I3RAD LABORATORTES 510(k) NO: KD02535 DEVICE: LIQUICHEC BLOCD GAS PLUSE CONTROL WITH GLUOOSE, MCDEL 511, 512
’
ATTN: ELIZABETH PLATT PHONE NO : 949-598-1285  SE DECISION MADE: 30-AUG-2000
9500 JERONTMD RD. 510(k) SWMARY AVAILARLE FROM FDA
IRVINE, CA 92618-2017
BIO-RAD IABORATORIES 510(k) NO: K002536 DEVICE: LIQUICHEK BLOCD GAS PLUS CO-CXIMETER CONTROL, MCDELS 637, 638,
639 (RADICMETER)
ATTN: ELIZABETH PLATT PHONE NO : 949-598-1285  SE DECISION MADE: 30-AUG-2000
9500 JERONIMO RD. 510(k) SIMVMARY AVAILABLE FROM FDA
IRVINE, CA 92618-2017
BIOCOMPOSTTES LD, 510(k) NO: K001724 DEVICE: STIMILAN —CAICTUM SULFATE BONE VOID FILTER
ATTN: STEPHEN BRATT PHONE NO : 440 178 2206500 SE DECISION MADE: O04-AUG-2000
ETRUSCAN STREET -
ETRURIA 510(k) SUMMARY AVAILABLE FROM FDA
STCKE ON TRENT, STAFFORDSHIRE,
BIOCOMEOSITES LID. 510(k) NO: K002070 DEVICE: BICLCK SCREW
ATTN: J.STEPHEN ERATT PHONE NO : 441 782 206500 SE DECISICN MADE: 25-AUG-2000
EIRUSCAN ST., ETRURIA 510(k) SUMMARY AVAILAELE FROM FDA
STOKE ON ,
BICMET MANUFACTURING, INC. 510(k) NO: K002020 DEVICE: LACTOSORB MENISCAL SCREW
ATTN: MARY VERSTYNEN PHONE NO : 219-267-6639  SE DECISICN MADE: 25-AUG-2000
56 EAST BELL DRIVE
P.O. BOX 587 510(k) SWMARY AVAILABLE FROM FDA
WARSAW, IN 46581-0587
BICMET, INC. 510(k) NO: K984390 DEVICE: LACTOSORB PANELS AND FASTENERS
ATIN: TRACY J BICKEL PHONE NO : 219-267-6639  SE DECISION MADE: O7-AUG-2000
AIRFCRT INDUSTRIAL PARK
P.O. BOX 587 510(k) SWMARY AVATLABLE FROM FDA
WARSAW, IN 46581-0587
BICMET, INC. 510(k) NO: KDO1580 DEVICE: GROSS FEMORAI, CCMPONENT
ATIN: TINA LAKIN PHONE NO : 219-267-6639  SE DECISION MADE: 17-AUG-2000
56 EAST BELL DRIVE
PO BOX 587 510(k) SUMMARY AVAILABLE FROM FDA
WARSAW, IN 46581-0587
BIOMET, INC. 510(k) NO: KDO1760 DEVICE: RADICLUCENT COLLES FRACTURE KIT
ATTN: TRACY J BICKEL PHONE NO : 219-372-1761  SE DECISION MADE: 31-AUG-2000
56 FAST BELL ‘
P.0. BOX 587 510(k) SUMMARY AVAITABLE FROM FDA

WARSPAW, IN 46582
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FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AKG-2000

BIOMET, INC,

ATIN: MICHEILE L MCKINLEY
56 EAST BELL DRIVE
WARSAW, IN 46582-0587

BYOSENSE WEBSTER, INC,
MCUEL D-1220

ATIN: MARIA D OCHOA
3333 DIAMOND CANYON RD.
DIAMND BAR, CA 91765

BIOIRCNIK, INC.

ATIN: XN BRUMBAUGH

6024 JEAN FD.

IAKE OSWEGO, OR 97035-5369

BLEASE MEDICAL EQUIPMENT LID.

ATIN: ART WARD
962 ALIBGRO
APGLIO BEACH, FL 33572

591 NORTH AVE,, SUTIE 5
WAKEFIELD, MA 01880-1641

SCIENTIFT
NATICK, MA 01760-1537
BOSTON SCIENTTFIC CCRP.

ATIN: ABBY LIPMAN
ONE BOSTON SCIENTIFIC PL.
NATICK, MA 01760-1537

BOSTON SCIENTIFIC, TARGET
ATIN: ROXANNE K BAXTER
47900 BAYSIDE PARKWAY
FREMONT, CA 94538

BOSTON SCIENTIFIC, TARGET
ATIN: JAMES LEATHIEY
47900 BAYSIDE PARKWAY
FREMONT, CA 94538

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO 3

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

.
.
.
.

510(k) 1o
PHONE ND

KD02379
219-372-1644

K002333
909-839-8593

KDO1736
888-345-0374

K001727
813-645-2855

K993875
781-213-9200

K001134
508-650~-8000

K001338
508-650-8249

K994155
510-624-2105

K002181
510-440-7836

05-SEP-2000

(SE) 510(K) SUMMARIES COR 510(K) STATEMENTS
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DEVICE: M2A 28 RINGIOC LINER
SE DECISICN MADE: 31-AUG-2000
510(k) SIMMARY AVAITARLE FROM FDA

DEVICE: BIOSENSE WEBSTER IASSO DEFLECTARLE CIRCULAR MAPPING CATHETER,

SE DECISICN MADE: 31~-AUG-2000
510(k) SMMARY AVATIABLE FRCOM FDA

DEVICE: GALEO HYDRO AND GALEO HYDRO J-TIP
SE DBECISICN MADE: O2-ADG-2000
510(k) SAARY AVAILABLE FROM FDA

DEVICE: MIDIFICATION TO BLEASE FRONTLINE GENIUS RANGE, ANESTHESIA MACH

SE DECISICN MADE: 0S-AUG-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: BMT ANSCORE HEALTH MANRGEMENT SYSTEM
SE DECISICN MADE: 11-AUG-2000
510(k) SUMMARY AVAITABLE FROM FDA

DEVICE: GAZELIE BALTOON DITATATION CATHETER
SE DECISION MADE: 31-AUG-2000
510(k) SMARY AVAILABLE FROM FDA

DEVICE: MICROVASIVE RAPID EXCHANGE BILTARY BALIOON DILATATION CATHETER

SE DECISICN MADE: 30-AUG-2000
510(k) SIMMARY AVAILARIE FROM FDA

DEVICE: EXCELSICR 1018 MICROCATHETER
SE DECISION MADE: 03-ADG-2000
510(k) SUMMARY AVAIIARIE FRCM FDA

DEVICE: GDC ULTRASCFT COIL
SE DECISION MADE: 11-AUG-2000
510(k) SIMVARY AVATLAELE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31~AUG-2000

BRAEBON MEDICAL CCRP, 510(k) NO:
ATIN: RICHARD A BONATO PHONE NO :
120 WALGREEN DRIVE

SUTTE #1

RR#3 CARP, ONTARIO,

BREG, INC. 510(k) NO:
ATIN: KATHLEEN RARBER PHONE NO :

2611 CCMMERCE WAY
VISTA, CA 92083

BRIDGER BICMED, INC. 510(k) NO:
ATIN: BRIXE G RUEFER PHONE RO
2430 NORTH 7TH AVE., SUTTE 4

BOZEMAN, MT 59715

BRUNO INDEPENDENT LIVING AIDS, INCS10(k) NO:
ATIN: RICHARD KELLER PHONE NO :
1780 EXBECUTIVE DR.

OCCNOMOWOC, WI 53066

BRYAN CORP., 510(k) NO:
ATIN: ROSE S LOGSDON PHONE NO :

.

BYRON MEDICAL 510(k) NO:
ATTN: RECINA S HARRIS PHONE NO :

TUCSCN, AZ 85705

CAMERIDGE, HEART, INC. 510(k) No:
ATIN: JOHN GREENBAIM PHOIE NO :
20310 SW 48TH ST.

FT. LAUDERDALE, FL 33332

CANDELA CORP. 510(k) NO:
ATTN: JOAN M CLIFFORD PHONE NO :

CARESIDE HEMOTOLOGY, INC. 510(k) NO:
ATIN: KENNETH B ASARCH PHONE NO :

KDO1743
613 831 6690

K002321
760~599-3000

K002351
406-586-7666

K002205
800-882-8183

K002063
781~935-0004

K001803
520-573-0857

k002230
954-680-2548

K001589
508-358-7637

k001462
310-338-6767

Page 7

DEVICE: ULTIMA SMARTBELT, MCDEL 0560
SE DECISICN. MADE: 25-AIG-2000

510(k) STATEMENT

DEVICE: PAIN CARE 2000L
SE DECISION MADE: 14-AUG-2000
510(k) STATEMENT

DEVICE: FLUCROTEX II SURGICAL MESH
SE DECISICN MADE: 26-AUG-2000
510(k) SMMARY AVATLAHLE FROM FDA

DEVICE: CARONY
SE DECISION MADE: 10-AUG-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: BIOTRACE, MODEL 1730
SE DECISICN MADE: 10-AUG-2000
510(k) SMARY AVATIARIE FRCM FDA

DEVICE: ACCELERATCR RECIPROCATING CANNULA
SE DECISICN MADE: 04-ADG-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: CAMERTIDGE HEART MICRO-V ALTERNANS SENSOR, MCDEL 20327-002
SE DECISION MADE: 18-AUG-2000
510(k) SIRMARY AVAILABLE FROM FDA

DEVICE: CANDELA DYNAMIC COCLING DEVICE
SE DECISION MADE: 18-AIG-2000
510(k) SMMARY AVAILARIE FRCM FDA

DEVICE: CARESIDE HEMOGLOBIN
SE DECISION MADE: 21-AUG-2000
510(k) SMARY AVATLARLE FRCM FDA

05-SEP-2000



CASQO-NERL, DIAGNOSTICS CU?PCRATICNSIO(k) NO:

ATTN: KAWUEN HICYXRY

ALhmaiNS SVAWAY  AdhmWId

- 500 RIVERSIDE INDUSTRIAL PKWY.
PORTIAND. MR 04103

SRS R S

CERRMIX QCRPORATION 51

ATIN: ART WARD
3234 ELIA 1ANE

NEW FORT RICHEY, FL 34655
510(k) NO:
PHONE

EAST LONGMERDOW, MA 01028

CHARLES A. SMITH
ATIN: CHARLES A SMITH
811 STARLITE DR.
LOUISVILIE, KY 40207

510(k) m:

CHARTER MEDICAL, LTD.
ATIN: K. ALICE PREVILLE

1805 SWARTHMCRE AVE.
LAKEWOCD, NJ 08701

CHASE MEDICAL, INC. 510(k) NO
ATIN: DAVE HERNON
1710 FIRMAN DRIVE

oTYTTEY 1N
DULLE LWAS

RICHARDSCN, TX 75081
CHINA NANTONG GUANGDA TEXTILE (O.,510(k) NO:

ATTNe VIAYY ZLIAAY?

BARTIETT IT. 60103

RS ealiaay oairs

CTARIGEN, INC. 51

ATIN: EDIT HEGYI

CLEARWATER COLON HYDROTHERAPY, INCS510(k) I\D.
& SPO2 SMALL)

ATIN: STUART K BAKER
4451-A S. PINE AVE.
OCALA, FL 34480

PONE DO

. et w4 0 WP Pt

SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES (R 510
FCR FINAL DECTISICNS RENDERED DURING THE PERTCO 01-AUG-2000 THROUGH 31--AUG-: 2

K001975

NO : 413-525-0600

KDOO859
¢ 502-969-9652

KDODE85
732-775-0363

K001662

972-783-0644

: 760-920-4996

K000388
727-726-7782

= P =] qn TPy CWTYAITER ATERIATIY

DEVICE: DOCUMENT ASSAYED CHEMISTRY OCNTRCL, LEVELS 1, 2 AND3

o TOYITQOTIAT MANDY. ')') AT
G LR LAIANAN CXUAIG s LLTEWNT LN

510(k) STATEMENT

DEVICE: CERAMIY DORCETATN SYSTEM

ALY A e SR An e DA e Aay AR e

SE DECISICN MADE: 26-AUG-2000
510(k) SUMMARY AVATIARIE FROM FDA

WAy WWRSEARE IVl SASSR 2

DEVICE: CERALAS D10 810MM IASER, MODEL CERALAS D10-60
SE DECISICN MADE: 04-R1G-2000

510(k) SUMMPARY AVATIARLE FROM FDA

DEVICE: CFFICE BASED ANESTHESIA MACHINE, MCODEL CBA-1
SE DECISION MADE: 23-AUG-2000
510(k) SWMARY AVAILABLE FRCM FDA

DEVICE: CHARTER MEDICAL NECNATAL SYRINGE SET
SE DECISICN MADE: 15-AUG-2000
510(k) SIMMARY AVAILABLE FRCM FDA

DEVICE: CHASE CARDIOVASCULAR PATCH

et e s e = PRI P VY

SE DECISION MADE: 02-AUG-2000

P A e B e V4

A(K} SUMMARY AVATIABLE FROM FDA

DEVICE: OPERATING ROCM TOWEL, STERILE, COLORS BLUE CR WHITE

O MEVITOTART VARG, 17 _ATYS YY)
O MEALIDINAY PN L I TTRATLANN

DEVICR: DIATZIIAND ENDOTOXTN REMONAL, DEVICE

AT U LR N WL AALS Vel T VA b Al ¥ ek

SE DECISION MEDE: 14-AUG-2000
510(k) SUMMARY AVATIARIE FROM FDA
DEVICE: CLEARWATER COLON HYDROTHERAPY (DISPOSAELE SPECULUM SPO1 IARGE

SE DECISICN MADE: O8-AIX:-2000
510(k) SUMMRRY AVATIABIE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-AUG-2000 THROUGH 31-AG-2000 '

DRIVE
- RAYNEM, MA 02767

CL~BAR LD,

o BONE REGENERATION
ATIN: JCHNATHAN S KAHAN

. 555 13TH STREET, N.W.

- WASHINGION, DC 20004

510(k) NO:
PHCNE NO

510(k) NO:
PHONE NO ¢

508-880-8404

K001598
202-637-57%4

COMFORT RUBBER GLOVES INDUSTRIES S510(k) NO: K002065
EXTRACTABLE

- ICROGREM (R LESS OF TOTAL WATER

ATIN: CHEE Y FOO

. IRVINE, CA 92606

CONFECTION MEDICALE D.R. INC.
. ATIN: GUY HXIE
- 4220, DE ROUEN ST. #200
- MONTREAL, QC,

OONMED QORP.

-ATIN: TRA D DUESLER, JR.
¢ 310 BROAD ST.
- UTICA, NY 13501-1203

.42230 ZEVO DR.
‘TEMECULA, CA 92590

CP MEDICAL

ATTN: PATRICK FERGUSCN
836 N.E. 24TH AVE.
PORTLAND, CR 97232

PHONE NO @

510(k) NO:
PHONE NO ¢

510(k)
PHONE
510(k)
PHONE

510(k)
PHONE

510(k) NO:
PHONE NO :

510(k) No:
PHONE NO

PROTEIN PER GR

605 847 2777

K993140
949-262-0411

K001300
514 252 5553

R002002
315-797-8375

K000251
812-829-4891

KD01704
909-587-6306

K002190
503-232-1555

05-SEP-2000
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DEVICE: QODMAN CRANTOSORB ABSORBARIE FIXATION SYSTEM
SE DECISICN MADE: 01-AUG-2000
510(k) SRMARY AVAITARLE FRCM FDA

DEVICE: BICBAR, IMPLANTARLE BICDEGRADARLE CCLIAGEN MEMBRANE FOR GUIDED

SE DECISION MADE: 22-AlG-2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: PATIENT IATEX POLYMER COATED POWDER-FREE GLOVES, CONTAINS 50 M

SE DECISICN MADE: 22-AUG-2000
510(k) STATEMENT

DEVICE: WATER FOR TISSUE CULTURE, MCDELS 1500
SE DECISION MADE: 02-AUG-2000
510(k) STATEMENT

DEVICE: D. R. MEDICAL OONTRCLIED PRESSURE GARMENTS
SE DECISICN MADE: 30-AUG-2000
510(k) SUMMARY AVATLABIE FRCM FDA

DEVICE: SUREFIT DISPERSIVE EIECTRODE
SE DECISICN MADE: 17-AUG-2000
510(k) STATEMENT

DEVICE: SPECIRIM SILICCNE FOLEY CATHETER
SE DECISION MADE: 30-AUG-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: ATHOS
SE DECISION MADE: 31-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

SE DECISICN MADE: 10-AUG-2

DEVICE: POLYGLYCOLIC ACID (FGA), ABSORBARLE SURGICAL SUTURE (USP)
000
510(k) SUMMARY AVAITABLE FROM FDA '



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD Ol1-AUG-2000 THROUGH 31-AUG-2000

%:)EE\TIVE PLASTIC TECHNCLOGY
ATIN: ROBERT J BRRD

24312 ARMADA DR.

DANA POINT, CA 92629

CROSSTAT

ATIN: M. JOSEPH LK

8045 BIG BEND HIVD., SUITE 203
WEBSTER GROVES, MO 63119-2714

15 12W DR.
FAIRFIEID, NJ 07004-3206

DATEX-CHMEDA

N Ol) AND ACCESSORIES
ATIN: JCEL KENT
THREE HIGHWOCD DRIVE
TEWKSBURY, MA 01876

DENTAL ALIOY PRODUCTS, INC.
ATIN: RODNEY GUYTON
1190 MRHAIO PLACE
QCMPTON, CA 90220

DEPUY ACRCMED

ATIN: KAREN F JURCZRK
325 PARAMOUNT DR.
RAYNERM, MA 02767

DEPUY ORTHOPAEDICS, INC.
ATIN: CHERYL HASTINGS
P.O. BCX 988

WARSAW, IN 465810988

510(k) NO:
PHCNE NO @

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

510(k) NO:
PHONE NO @

510(k) NO:
PHCNE NO ¢

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO @

510(k) NO:
PHCNE NO ¢

510(k) No:
PHONE NO :

K001106
949-240-1290

K001878
314-781-9664

K002388
770-352-9540

K001645
305-392-5639

KD02365
973-244-6100

K001814
978-640-0460

K002298
310-637-9711

K001470
508-828-3704

K001523
219-371-4901

05-SEP-2000
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DEVICE: MASTERSITE NEEDLELESS LUER ACTIVATED IV CONNECICR, MODEL MS 10

SE DECISICN MADE: 16-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: WATER PURIFIER
SE DECISICN MADE: 03-AlG-2000
510(k) STATEMENT

DEVICE: EHCSO0 DESKIOP PATTENT STATION, MCDEL EHCS00
SE DECISION MADE: 25-AUG-2000
510(k) SMMARY AVAILARIE FROM FDA

DEVICE: SYSMEX AUTCMATED COAGULATICN ANALYZER, MODEL CA-1500
SE DECISICN MADE: 04-AUG-2000

510(k) SMMARY AVAILABLE FROM FDA

DEVICE: DATASCOPE REINFCRCED PERCUTANEOUS CATHETER INTRODUCER SET
SE DECISION MADE: 25-AlG-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: DATEX-CHMEDA COMPACT AIRWAY MODULE M-CATIOVX AND M-OOVX (VERSIC

SE DECISION MADE: 23-AlG-~-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: SUPER 1
SE DECISION MADE: 24-AUG-2000
510(k) STATEMENT

DEVICE: E-Z LINK CROSS CONNECTCR
SE DECISION MADE: 04-AUG-2000
510(k) SUMMARY AVAILARIE FRCM FDA

DEVICE: ULTIMA METAL-CN-METAL ACETRBULAR CUP
SE DECISION MADE: 10-AIX:-2000
510(k) SUMMARY AVAILARLE FRCM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AlG-2000

WARSAW, IN 46581-0988

DEPUY, INC.

ATIN: JANET G JCHNSCN
700 CRIHCPAEDIC DR.
P.O. BCX 988

WARSAW, IN 46581-0988

DIAGNOSTIC MEDICAL SYSTEMS
ATIN: FRANK FERGUSON

PO BOX 12038

IA JIIA, CA 92039

DIAMEDIX CORP.

ATIN: IYNNE STIRLING
2140 NORTH MIAMI AVE.
MIAMI, FL 33127

DIAMEDIX CCRP.

ATIN: LYNNE STIRLING
2140 NORTH MIAMI AVE.
MIAMI, FL 33127

MG Usa, INC.

ATIN: PAMEIA PAPINEAU
5 WHITCOMB AVENUE
AYER, MA 01432

DRAXTMAGE INC.

ATIN: R.J. FLANAGAN
16751 TRANS CANADA HIGHWAY
KIRKLAND, QC,

BARTCNVILIE, TX 76226

510(k) NoO:
PHONE NO @

510(k) NO
PHONE NO

e
.
-
.

510(k) NO:
PEONE NO

510(k) NO:
PEORE NO :

510(k) NO
PECNE NO

*
4
.
.

510(k)

NO
PHCNE NO

510(k) No:
PHONE NO :

K001991
219-371-4944

K001922
219-371-4907

K990517
858-587-1147

K0O01767
305-324-2354

K001875
305-324-2354

K0D02086
978-772-3552

K000475

514 630 7039

510(k) NO: K000204

PHONE NO @

510(k) NO:
PHONE NO'

LTy

602-788-5651

K001994
940-464-6021

DEVICE: TITAN PCROCOAT HIP PROSTHESIS
SE DECISION MRDE: 25-AUG-2000
510(k) SMMARY AVATTABLE FROM FDA

DEVICE: DEPUY NEUFLEX PIP FINGER
SE DECISION MADE: 29-AUG-2000

510(k) SOMMARY AVAILABIE FRCM FDA

DEVICE: EXPLORER CVS TRANSCRANIAL DOPPLER
SE DECISION MADE: 01-AUG-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: DIAMEDIX IS-CMV IGM CAPTURE TEST SYSTEM
SE DECISION MADE: 07-AUG-2000
510(k) SIMMARY AVAITABLE FROM FDA

DEVICE: DIAMEDIX IS-RUBELIA IGM CAPTURE TEST SYSTEM

SE DECISICN MADE: 21-~-AlG-2000
510(k) SUMMARY AVAITABLE FROM FDA

DEVICE: PRIMAFLON
SE DECISION MADE: 17-AUG-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: BRACHYSEED
SE DECISION MADE: 22-AUG-2000
510(k) SIMMARY AVAILABLE FROM FDA

DEVICE: WIN-1 TANGO
SE DECISION MADE: 01-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: EET SLUSH PAN DRAPE
SE DECISION MADE: 04-AUG-2000
510(k) STATEMENT

05-SEP-2000
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SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

EDWARDS LIFESCIENCES, IIC 510(k) NoO:

K001565

AFI0O TREATMENT, MODELS SROO14MIB, DIISROOI4MIB

ATTN: JCEN W SMITH PHONE NO @
6864 SOUTH 300 WEST

MIDVALE, UT 84047

ENCORE ORTHOPEDICS, INC. 510(k) NO:
ATTN: JORNNA MONAHON PHNE NO ¢

9800 METRIC BLVD.
AUSTIN, TX 78758

EPIC MEDICAL EQUIPMENT SERVICES IN510(k) NO:
ATIN: KRISTA CBKES PHONE NO :
1800 10TH ST., SUTTE 300

PLAND, TX 75074

ESPE DENTAL 2G 510(k) NO:
ATTN: ANDREAS PETERMANN PHONE NO :
ESPE PLATZ

SFEFELD, BAVARTA,

EXACTECH, INC. 510(k) NO:
T, ACUMATCH L-SERIES PRESS-FIT

ATIN: LISA SIMPSON PHONE NO :
2320 N.W. 66TH CT.

GAINESVILLE, FL 32653

EXCEL TECH. LID. 510(k) NO

ATTN: DEEBIE DAVY PHONE NO ¢
2568 ERISTOL, CIRCIE
ORKVILLE, ONTARTO,

EXELINT INTERNATICNAL COMPANY  510(k) NO:
ATTN: ARMAND HAMID PHONE NO :
5840 W. CENTINELA AVENUE

LOS ANGELES, CA 90045

FERRIS MFG. CORP. 510(k) NO:
ATTN: THEODORE THORSEN PHONE NO @
16 W. 300 83RD ST.

BURR RIDGE, IL 60521

FHC, INC. 510(k) ND:
ATIN: FREDERICK HAFR PHONE NO ¢
9 MAIN STREET

BOWDOINHAM, ME 04008

801-565-6213

K001847
512-834-6255

KD02223
972-801-9854

K002364

05-SEP-2000
Page 12 ‘

DEVICE: STEERABLE RETROGRADE CARDICPLEGIA CANNULA WITH AND WITHOUT DUR

SE DECISICN MADE: 10-ADG-2000
510(k) SMMARY AVATIABLE FROM FDA

DEVICE: ANTERICR CERVICAL PLATE SYSTEM
SE DECISION MADE: 24-AUG-2000
510(k) SUMMARY AVAILAELE FRCM FDA

DEVICE: EPIC SPO2 FINGER SENSCR, MCDEL E412-20
SE DECISION MADE: 22-AlG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: PROTEMP H

011 498 152700139SE DECISICN MADE: 10-AG-2000

K002141
352-377-1140

K000919
905 829 5300

K001496

- 310-649-0707

K002129
630-734-7830

K991522
207-666-8190

510(k) SUMMARY AVATLAELE FROM FDA

. DEVICE: ACRMATCH P-SERIES PRESS-FIT PLASMA, ACUMATCH P-SERIES PRESS-FI

SE DECISION MADE: 16-AUG-2000
510(k) SMMARY AVATLAELE FROM FDA

DEVICE: 128 CHANNEL ERG HEADBOX, MCDEL EX-NW-128
SE DECISION MADE: 31-AUG-2000
510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: A.V. FISTULA NEEDLE
SE DECISION MADE: 01-AUG-2000
510(k) STATEMENT

DEVICE: FERRIS PCLYMFM STERILE WOUND DRESSING WITH COLLAGEN
SE DECISION MADE: 25-ADG-2000
510(k) STATEMENT

DEVICE: MICROTARGETING ELECTRCDE
SE DECISION MADE: 04-AlX-2000
510(k) SUIMMRARY AVATLABLE FRCM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-AUG-2000 THROUGH 31-AUG-2000

FISMA, INC. 510(k) No:
ATIN: DOUGLAS A KANE PHONE NO :
3959 WEST 1820 SOUTH

SALT IAKE CITY, UT 84104

b1.:‘K1;s:xsrm DIAGNOSTICS, INC. 510(k) No:
ATIN: DONAID R STONE PHONE NO :
1900 K STREET, N.W.

WASHINGTON, DC 20006-1108

FLUID PROCESS SYSTEMS, INC. 510(k) NO:
OR USE IN HEMODIALYSIS

ATIN: STEPHEN C HAMBRIC PHONE NO ¢

998-A PEYTON RD.
EL PASO, TX 79927

FRESENIUS MEDICAL CARE NORTH AMERIS10(k) NO:

ATIN: ARTHUR EILINSFEID PHONE NO :
95 HAYDEN AVENUE

LEXINGICN, MA 02420

GC AMERICA, INC. 510(k) NO:
ATIN: TERRY L JORTTZ PHONE NO :

3737 WEST 127TH STREET
ALSIP, IL 60803

GE MARQUETTE MEDICAL SYSTEMS, INC.510(k) NO:
ATIN: KRISTIN PABST PHONE NO ¢
8200 WEST TOWER AVE.
MILWRUKEE, WI 53223

GE MEDICAL SYSTEMS, INC. 510(k) NO:
ATTN: LARRY A KROGER PHONE NO :
P.O. BOX 414, W-709

MITWAUKEE, WL 53201

GEISTLICH-PHARYA 510(k) NO:
ATIN: PETER S REICHERTY PHOE NO :
1050 CONNECTICUT AVE. N.W.

WASHINGICN, DC 20036

GENDRON, INC. 510(k) NO:
ATTN: FREDERIC W STROBEL PHONE MO :

ARCHBOID, CH 43502-0197

K000158
801--972-0500

K001810
202-496-7620

K991495
915-852-1007

K002277
781~-402-9068

K001823
708-597-0900

K0D02209
414-371-3736

K001946
262-544-3894

K970569
202-857-6378

K001923
419-445-6060

05-SEP-2000
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DEVICE: VEINIASE, MCDEL E50-KS8-BS5, SPECTRUM K8, MODEL ES0-K8-B9
SE DECISION MADE: 24-AUG-2000
510(k) SMMARY AVATLARIE FRCM FDA

DEVICE: URISITE URINE OCLLECTION KIT FOR MICROALBUMIN/CREATININE TESTI

SE DECISICN MADE: 14-AUG-2000
510(k) SMMARY AVAITARLE FROM FDA

DEVICE: FLUID PROCESS SYSTEMS EXCHANGE CARBON AND DEIONIZATION TANKS F

SE DECISION MADE: 28-AUG-2000
510(k) SIMARY AVAIIABLE FROM FDA

DEVICE: FRESENIUS OPTIFLUX 200NR
SE DECISION MADE: 25-AUG-2000
510(k) SUMMARY AVATIARLE FROM FDA

DEVICE: LINKMAX
SE DBCISICN MADE: 16-AUG-2000
510(k) STATEMENT

DEVICE: GE ECG ANALYSIS PROGRAM
SE DECISION MADE: 18-AG-2000
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: NEUROVASCULAR ARRAY COIL
SE DECISICN MADE: 30-ADG-2000
510(k) SIMMARY AVAIIARLE FRCM FDA

DEVICE: BIO-BLOCKS
SE DBECISICN MADE: 14-AUG-2000
510(k) STATEMENT

DEVICE: REGENCY POWER WHEEICHATR, MCODEL 7200, 7500 & 7800
SE DECISICN MADE: 25-AG-2000

510(k) SMMARY AVAITABIE FROM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTIAILY EQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) smmm's
FCOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

GLCORMED INTL., INC, 510(k) NO: KD02340
ATIN: JANNA P TUCKER PHONE NO : 775-342-2612
198 AVENUE DE LA D’EMERAID ‘
SPARKS, NV 89434

GOOMI ExfdA, INC. 510(k) NO: K0DO0736
ATIN: MANCH PARK PIXNE NO : 408-996-1973
P.O. BOX 2123

CUPERTINO, CA 95015

GUIDANT CORP, 510¢k) MO: K002206
TING, HI-TORQUE WHISPER MS GUIDE WIRE WITH HYDROCOAT HYDRO
ATTN: MPRGARET ANDERSON PHONE NO : 408-845-3995
3200 IAKESIDE DR.

P.O. BOX 58167
SANTA CLARA, CA 95054-2807

GUILIN IATEX FACTORY
ATIN: PETER WEY

93 MCRNINGSIDE DRIVE
SAN FRANCISCO, CA 94132

LING CIAIM (50 MICROGREMS CR LESS

ATIN: NG KK H@A
10T 4209 JALAN BAKARIPH
MR, XIR,

1115 WII‘DFIE[D WAY, SUITE 100
EL DORADO HIILS, CA 95762-9623

HEINZ KURZ GMBH MEDIZINTECENIK
006 170

ATIN: DAGMAR S MASER

AMSTEL 320-1

AMSTERDAM,

HENLEY HEALTHCARE, INC.
ATIN: REBECCA STOUT
120 INDUSTRIAL BIVD.
SUGRR IAND, TX 77478

HCMEDICS, INC.

ATIN: MICHEAL. NELSON

3000 PONTIAC TRAIL,
COMMERCE TOWNSHIP, MI 48390

510(k) NO:
PHONE NO :

510(k) NO:
)

PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
BEONE NO

510(k) NO:
PHONE NO

510(k) NO:
PHONE

K994118
415-681-9760

K000913
606 952 9003

KDO1456
916~-355-7156

KD02221

: 312 042 89591

K000084
s 281-276-7000

k001860

NO : 248-863-3000

05-SEP-2000
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DEVICE: VINYL EXAMINATTON GLOVE, POWDER-
SE DECISION MADE: 22-AUG-2000
510(k) STATEMENT

¢ YELLOW

DEVICE: 1A JOIE
SE DECISION MADE: 08-AUG-2000
510(k) STATEMENT

DEVICE: HI-TORQUE WHISPER LS GUIDE WIRE WITH HYDROCOAT HYDROPHILIC COA
SE DECISICN MADE: 24-AUG-2000

510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: OSMANTHUS, KONGFU, AND GOBON, NATURAL RUBBER LATEX CONDOMS

SE DECISICN MADE: 14-AUG-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: POWDER FREE LATEX PATIENT EXAMINATION GLOVES WITH PROTEIN LARE
SE DECISICN MADE: 10-AUG-2000

510(k) STATEMENT

DEVICE: CONSENSUS KNEE SYSTEM
SE DECISION MADE: 07-AUG-2000
510(k) STATEMENT

DEVICE: KURKZ K-PISTON TITANIUM STAPEDIAL PROSTHESIS, MODEL 1006 103-1

SE DECISION MADE: (0S-AlG--2000
510(k) SGMMARY AVATLABIE FROM FDA

DEVICE: ENRAF-NONIUS SONOPULS 190 SYSTEM
SE DECISICN MADE: O4-AUG-2000
510(k) STATEMENT

DEVICE: PRRASPA PARAFFIN BATH, PARASPAP MINI, PRRASPA ULTRA
SE DECISION MADE: 10-AUG-2000
510(k) SMMARY AVAITABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS

FCR FINAL DECTSICNS RENDERED DURING THE PERICD 01-ADG-2000

HOWMEDICA OSTEONICS CORP.
ATIN: TERRY S POWELL

59 ROUTE 17

ALLENDALE, NJ 07401-1677

HOAMEDICA OSTECNICS CORP.
ATIN: TERRY S POWELL

59 ROUTE 17

ALTENDALE, NJ 07401-1677

HOWMEDICA OSTEXNICS CORP.
ATIN: MARY-CATHERINE DILION
59 RWTE 17

ALLENDALE, NJ 07401-1677

HOAMEDICA OSTHONICS CORP.
ATTN: MARY-CATHERINE DILLON
59 RUTE 17

ALLENDALE, NJ 07401-1677

HUNTER SCIENTIFIC LIMITED
ATIN: MRK RAWE

UNIT 1, PRICRS HALL,
WIDDINGTCN

SAFFRON WALDEN, ESSEX,

HUNTLEIGH DIAGNOSTICS LID.

ALLENDAIE, NJ 07401-1600

IMPLEX CORP.

ATTN: JKHN SCHALAGO

80 CCMMERCE DR.
ALLENDALE, NJ 07401~-1600

510(k) NO:

PHONE NO

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE NO @

510(k) NO:
PHONE NO

510(k) NO:

PHONE NO :

510(k) NO:
FIXNE NO :

510(k) NO:
PHONE NO.':

K0O1448
201-934-4375

K0D01449
201-934-4375

K001614
201-760-8117

K001653
201-760-8117

K001615

440 179 9541688

KO01677

440 292 0485885

K001409
317-335-3780

K001471
201-818-1800

KDO1759
201-818-1800

THROUGH 31-206-2000

DEVICHE: TRIDENT ACETABULAR SHELLS: PS-HA
SE DECISION MADE: 04-AUG-2000
510(k) SUMMARY AVAITLABRLE FRCM FDA

DEVICE: TRIDENT ACETABULAR SHELLS: PS
SE DECISION MADE: 04-AG-2000
510(k) SMMARY AVATIARTE FRCM FDA

DEVICE: STRYKER TRAUMA PELVIC SET
SE DECISICN MADE: 04-AIG-2000
510(k) S(MARY AVAILARIE FROM FDA

DEVICE: XIA SPINE SYSTEM SACRAL BLOCK ASSEMELY
SE DECISION MADE: 18-AUG-2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: HUNTER SCIENTIFIC INJECTICN PIPETTES
SE DECISION MADE: 18-AUG-2000

510(k) SIMMARY AVATTAELE FROM FDA

DEVICE: BABY DOPPLEX 4000 (ED400O)

SE DECISION MADE: 14-PAXG-2000
510(k) SRMARY AVATIABLE FROM FDA

05-SEP-2000
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DEVICE: GAMOW BAG, HYPER OXY, HYPER OKY P/T, PRESSURE-CIZER

SE DECISION MADE: 02-AlG-2000
510(k) SWMMARY AVAILIARLE FROM FDA

DEVICE: THE IMPLEX HEDROCEL ACETABULAR AUGMENT, XX-YYY-ZZZZ

SE DECISION MADE: O7-AUG-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: HEDROCEL REVISION CUP, MODEL 02-2YY-Z2ZZ
SE DECISICN MADE: 24-AlG-2000
510(k) SMMARY AVATLABIE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY EQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-ADG-2000 THROUGH 31-AlG-2000

IN-X CCRP.

ATIN: CHARLIE HENRY

1610 PIERCE STREET, SUITE 150 -
LAKEWOCD, (O 80214-1489

INFINITY EXTRUSION & ENGINEERING,

ATIN: DOUGLAS WILKINS
3350 SCOTT BLVD., EIDG.6
UNIT 601

SANTA CLARA, CA 95054

INNOVAMED USA, INC.

ATIN: E.H. CZADIIFK

1140 LEE BIVD., SUITE 101-103
1LEHIGH ACRES, FL 33936

INSTRUMENTARTUM IMAGING, INC.
ATIN: DOOG WOCDS

300 WEST EDGERTON AVE.
MIIWAUREE, WI 53207-6025

INSTRIMENTATION LABCRATCRY COD.
ATIN: CAROI, MARHLE

113 HARIWEIL AVE.

IEXINGTON, MA 02421

INTRATHERAPEUTICS, INC.
ATIN: CATHY YOHNK

651 CAMPUS DR.

ST, PAUL, MN 55112-3495

INTUITIVE SURGICAL, INC.
™

ATIN: DAVID CASAL

1340 WEST MIDDLEFIELD RD.
MOUNTAIN VIEW, CA 94043

INVACARE OORP.

ATIN: HOWARD M

555 THIRTEENTH STREET, N.W.
WASHINGTON, DC 20004-1109

INVACARE OCRP.

ATIN: EDWARD A KROLL
CNE INVACARE WAY

P.O. BOX 4028
ELYRIA, CH 44036-2125

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO :

510(k) No:
PECNE NO

510(k) NO:
PHCNE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PHONE MO :

510(k) NO:
PHONE NO :

510(k)

NO:
PHONE NO

510(k) NO:
PHONE NO :

K984570
303-238-4935

K993913
408~727-6030

K994109
941-850-2744

K001928
414-747-1030

K002400
781~861-4467

KD01648
612-697-2003

KD01666
650-237-7013

KDO2157
202-637-5813

KD02170
440-329-6595

(SE) 510(K) SUMMARIES (R 510(K) STATEMENTS

DEVICE: MINCLTA PULSCX-3/MINCLTA PULSOX~31
SE DECISION MADE: 30-AUG--2000
510(k) SMMARY AVAILABIE FROM FDA

DEVICE: TRUE
SFE DECISICN MADE: 09-AUG-2000

510(k) SRMMARY AVATLABLE FROM FDA

DEVICE: DETRUSAN 500
SE DECISICN MADE: 03-AG-2000
510(k) SWMMARY AVAILIARLE FRCM FDA

DEVICE: SIGMA
SE DECISICN MADE: 02-AlUG-2000
510(k) SUMMARY AVAILABRIE FROM FDA

DEVICE: MDIFICATION OF ACL ADVANCE
SE DECISICN MADE: 30-AUG-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: INTRASTENT DOUBLESTRUT PARAMOUNT
SE DECISION MADE: 28~-AUG-2000
510(k) SUMMARY AVAILARIE FROM FDA

05~SEP-2000
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DEVICE: MDIFICATICN TO INTUITIVE SURGICAL STEREO VIEW ENDOSCOPIC SYST

SE DECISION MADE: 24-AUG-2000
510(k) SMMPRY AVAILAHIE FROM FDA

DEVICE: RANGER II M6, MCDEL, IN-888WNL
SE DECISION MADE: 25-AUG~2000
510(k) SWMMARY AVAILABIE FROM FDA

DEVICE: MCDEL 9000 PEDIATRIC WHEELCHAIR
SE DECISION MADE: 04-AUG-2000

510(k) SUMMARY AVATIAELE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SURSTANTTATIY ROUTVATIENT IQF') 1

FCR FINAL DECISIONS RENDERED DURING THE PERICD O1-AUG-

INVACARE CORP.

ATIN: EDWARD A KROLL
ONE INVACARE WAY

P.O. BOX 4028
ELYRTA, CH 44036~-2125

INVACRRE OORP.

ATTN: EDWARD A KROLL
ONE INVACARE WAY

P.O. BOX 4028
ELYRTA, CH 44036-2125

INVITROCARE, INC.

ATIN: ROBERT E LOVINS
11408 SORRENTO VALLEY RD.
SUITE 202

SAN DIEGO, CA 92121

IQMED, INC.

ATIN: W. TIM MILIER
3385 WEST 1820 SOUTH
SALT LAKE CITY, UT 84104

J.B.C AND CCMPRNY

ATIN: PRISCILIA I MIER
ngggswmmvmnaLvn.,
IAS VEGAS, NV 89118

510(k)
PHONE

*
.
-
-

NO:
NO
510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

510(k) NO:
PHXNE NO :

510(k) NO
PHONE NO

*
.
.
.

510(k) NO:
ATIN: RAPHAEL, JUDKINS PECNE NO :

JENSEN INDUSTRIES, INC. 510(k) NO:
ATTN: JOHN PECNE NO :
50 STILIMAN RD.

NORTH HAVEN, CT 06473

JOSTRA MEDIZINTECHNIK 2G 510(k) NO:
ATTN: RATHY JCHNSON PECNE NO :

2035 SUNSET LAKE RD.
NEWARK, DE 15702

KARL STCRZ ENDOSCOPY-AMERICA, INC. 510(k) N)'
ATIN: KEVIN KENNAN PHONE NO

600 CORPORATE POINTE

CULVER CITY, CA 90230-7600

10(K) SUMMARIES OR 05-SEP-2000

K002171
440-329-6595

K002317
440-329-6595

K001967
858-452-1986

K001410
801-975-1191

K002048
702-914-8842

KD02222
914~273-8600

KDO2041
203-239-2020

K991864
888-567-8721

k001740
s 310-410-2769

~AIG-2000 THROUGH 31-AUG-2000 Page 17

DEVICE: INVACARE LIFT CHAIR
SE DECISICN MADE: 10-AUG-2000

510(k) SWMMARY AVATIARLE FROM FDA
DEVICE: MCDEL 9000 BARIATRIC WHEELCHATR
SE DECISION MADE: 25-AG—2000

510(k) SUMMARY AVATIABLE FROM FDA
DEVICE: PVP-]

SE DECISION MADE: 14-AUG-2000
510(k) SUMMRRY AVATIARLE FROM FDA

REAGENT, MCDEL CAT#2210

DEVICE: PHORESOR MCDEL, PM2000
SE DECISION MADE: O1-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: JBC OPAQUE AND GLITTER
SE DECISION MADE: 30-AUG~2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: RD-2104
SE DECISION MADE: 31-AUG-2000
510(k) STATEMENT

DEVICE: WILLI GELLER CREATION & AV PORCELAIN
SE DECISICN MADE: 16-AUG-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: ROTAFIOW CENTRIFUGAL PUMP SYSTEM
SE DECISION MRDE: 31-AUG-2000
510(k) SUMMARY AVAILARIE FROM FDA

DEVICE: KSEA MONOPCLAR VAPORIZATICN ELECTRCDES
SE DECISICN MADE: 22-AUG-2000
510(k) SIMMARY AVAITIARIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SUMMARTES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-ADG-2000 THROUGH 31-AUG-2000

KARMAN HEALTHCARE INC.
ATTN: ALEX C HORNG
137 6TH AVE., #F

LA PUENTE, CA 91746

KARMAN HEALTHCARE INC.
ATIN: ALEX C HORNG
137 8TH AVE., #F

IA PUENTE, CA 91746

KERR CORP.
ATIN: COLLEEN BOSWELL
1717 WEST OOLLINS AVE.
CRANGE, CA 92867

FONTRON MEDICRL SYSTEMS SAS
ATIN: GEORGE MYERS
377 ROUTE 17 SOUTH
HASBROUCK HEIGHTS, NJ 07601

KONTUR KONTACT LENS 0., INC.
ATIN: KEVIN M RANDALL

P.O. BOX 253

IAFAYETTE, CO 80026

KURARAY COMPANY, LTD,
ATIN: KOICHI K TKUCHI

200 PARK AVENUE

30TH FI. METLIFE BUILDING
NEW YORK, NY 10166-3098

KURARAY COMPANY, LID.
ATIN: KOICHI KIKUCHT

200 PARK AVENUE

30TH F1. METLIFE BUILDING
NEW YORK, NY 10166-3098

MINNETCNKA, MN 55343

MAERSK MEDICAL 3/S
ATIN: JENNIFER LYONS
12744 SAN FERNANDO RORD
SYIMAR, CA 91342

510(k) NO:
PEONE MO :

510(k)

510(k) NO:
PHINE NO :

510(k) NO:
PHONE NO

510(k)
PEONE

3
H
.
.

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHCNE :

NO

K002167
626-968-2508

K002202
626~968-2508

K0O01655
714-516-7484

KDO2239
201~727-1703

K001908
303-664-0539

KD01913
212-986-2230

KD01914
212-986-2230

K002200
612-930-0416

k002138
818-362-5958

DEVICE: KARMAN WHEELCHATR
SE DECISION MADE: 25-AUG-2000
510(k) STATEMENT

DEVICE: KARMAN WHEELCHAIR
SE DECISION MEDE: 25-AUG-2000
510(k) STATEMENT

DEVICE: PERMLASTIC 2
SE DECISION MRDE: 10-AG-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: SIGMA 110/330 DIAGNOSTIC ULTRASOUND SYSTEM
SE DECISION MADE: 08-AUG-2000
510(k) SUMMARY AVATIABIE FRCM FDA

DEVICE: KINTUR 55 SOFT LENS
SE DECISION MADE: 18-AUG-2000
510(k) STATEMENT

DEVICE: CLEARFIL ST OPRAQUER
SE DECISICN MADE: O4-AUG-2000
510(k) SUIMMARY AVAILABLE FROM FDA
DEVICE: CLEARFIL REPATR

SE DECISICN MADE: 10-AUG-2000
510(k) SUMVMARY AVATLABLE FROM FDA
DEVICE: CRPELIA

SE DECISICN MADE: 25-AUG-2000
510(k) SMBRY AVAILARLE FROM FDA

DEVICE: PARADIGM SIIHOUETIE, MCOELS MMT-377, 378, 379, 380
SE DECISICN MADE: 29-AG-2000
510(k) SUMMARY AVATIABLE FRCM FDA

05-SEP-2000
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SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

510(k) NO
PHONE NO

510(k) NO:
PHONE NO :
595 MINER FO. ‘
HIGHIAND HEIGHTS, CH 44143

MED-IOGICS, INC. 510(k) No:
ATIN: GARY MOCNIK PHONE NO :
30001 GOLDEN LANTERN #334

LAGUNA NIGUEL, CA 92677

MED-TEC, INC.

ATIN: DCNALD F RIIBE
1401 8TH STREET S.E.
P.O. BOK 320

CRANGE CITY, IA 51041

MEDICAL CCMPRESSICN SYSTEMS (D.B.N510(k) NO:
ATIN: SHOSHANA FRIEDMAN PHONE NO @
117 AHUZRH ST.

RA'ANANNA 43373,

MEDICAL DEVICE CONSULTANTS, INC.
ATTN: CYNTHIA J NOLTE

49 PLAIN STREET

NORTH ATTLEBORO, MA 02760

MEDICAL, MANAGER RESEARCH DEVELOPMES10(k)
ATIN: JEFFREY K SHAPIRO PHONE
555 THIRTEENTH STREET, N.W.

WASHINGTON, DC 20004-1109

510(k) No:
PHONE NO

NO:
NO :

K001162
972 972 0673

KD01609
530-226~0727

R994124
011 528 4170030

K002415
440-483-5743

K002279
949-363-2953

K001052
712-737-8688

K002287
972 977 18130

K002116
919-859-4207

K002100
202-637-5775

05-SEP-2000
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DEVICE: GCLDFINGER DEVICE
SE DECISICN MRDE: 09-AUG-2000
510(k) SIMMARY AVATLAELE FRCM FDA

DEVICE: MALIARD ATR CXYGEN ACCUBLENDER
SE DECISICN MADE: 10-AUG-2000
510(k) SMMARY RAVAILABLE FROM FDA

DEVICE: NIPROTECT POWDER-FREE NITRILE EXAMINATION GLOVES
SE DECISICN MADE: 11-AUG-2000

510(k) SUMMARY AVAILAELE FROM FDA

DEVICE: POWERDRIVE 350 OPTICN
SE DECISION MADE: 18-AIG-2000
510(k) SWMVARY AVAILABLE FROM FDA

DEVICE: ML EYE SPEAR, MCDEL ML 27 ES
SE DECISION MADE: 18-AG-2000
510(k) STATEMENT

DEVICE: MED-TEC (MEDICAL INTELLIGENCE) BCDYFIX SYSTEM, MCDEL MI-BFX
SE DECISICN MADE: 30-AUG-2000

510(k) STATEMENT

DEVICE: WIZATR OCMPRESSICN SYSTEM
SE DECISICN MADE: 25-AUG-2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: S3 CARDIOPLEGIA CONTRCL MCDULE VERSION 2.0
SE DECISICN MADE: 09-AUG-2000
510(k) SIMMARY AVATIAEIE FRCM FDA

DEVICE: XIMX SYSTEM
SE DECISION MADE: 25-RAUG-2000
510(k) SUMMARY AVATLAEIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

BQUIVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

MEDIS MEDICAL IMAGING SYSTEMS, B.V510(k) NO:

ATIN: J.I. HOLIANDER PEONE NO ¢
POCRTGEBOUW RIJNSBURGERWEG 10

2333 AA LEIDEN

T

MEDISON AMERICA, INC. 510(k) NO:
ATIN: GARY J ALLSEBROCK PHONE NO ¢
16303 PANCRAMIC WAY

SAN LEANDRO, CA 94578-1116

MEDISON CO., LID. 510(k) NO:

ATIN: GARY J ALISEBROCK PHONE NO @
16303 PANCRAMIC WAY
SAN 1EANDRO, CA 94578-1116

MEDISURG RESEARCH AND MANAGEMENT C510(k) NO
ATIN: RICHARD J FUGO PHONE NO
100 WEST FORNANCE STREET

NORRISTOWN, PA 19401

.
.
.
.

MEDIVATCRS, INC. 510(k) NO:
ATTN: NORMBN MINER PHONE NO :
7423 ATRPORT FREEWAY
FORT WORTH, TX 76118
MEDNET LOCATCR, INC. 510(k) NO:

K994283
317 152 23244

K002185
510-276-2648

002491
510-276-2648

K0D01498
610-277-3937

K993042
817-595-1222

K001404

ENT PROSTHESES, GOLD TOTAL WITH FOUNTIAN HEAD, GCLD PISTON
CHANDLER

ATIN: JuDY PHONE NO

MEDNET LOCATOR, INC. 510(k) NO:
CEMENT

ATIN: JUDY CHANDIER PHONE NO @
7000 SHADOW QBKS

MEMPHIS, TN 38125

MEDTRCNIC, INC. 510(k) No:
TLHLS300

ATIN: FRED L. BOUCHER PHONE NO @
37A CHERRY HILI, DRIVE

DANVERS, MA 01923 .
MEDWRVE, INC. 510(k) NoO:
ATIN: DONNA R LUNAK PHONE NO

4382 ROUND LAKE RD. WEST
ARDEN HILLS, MN 55112-3923

901-754-2713

KDO01406
901-754-2713

K001969
978-777-0042

¥001898
651-639-1227

05-SEP-2000

(SE) 510(K) SWMMARIES CR 510(K) STATEMENTS
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DEVICE: MRI- MAGNETIC RESONANCE ANALYTTCAL SOFTWARE SYSTEM
SE DECISICN MADE: 30~-AUG-2000

~ 510(k) SWMMARY AVAITAELE FRCM FDA

DEVICE: SCNOACE SA 9900 DIAGNOSTIC ULTRASOUND SYSTEM
SE DECISION MADE: 01-AUG-2000
510(k) SMMARY AVATTARIE FROM FDA

DEVICE: COMBISON 301 PW ULTRASOUND SYSTEM AND TRANSDUCERS
SE DECISION MADE: 25-AUG-2000
510(k) SMMARY AVAITARIE FROM FDA

DEVICE: THE FUGO BLADE
SE DECISION MADE: 10-RAUG-2000
510(k) STATEMENT

DEVICE: MEDIVATCRS 5 MINUTE HIGH-IEVEL DISINFECTANT

SE DECISICN MADE: 17-AUG-2000

510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: GOLD TOTAL AND PARTTAL, REGULAR AND CFFSET, OSSICULAR REPLACEM
SE DECISION MADE: 08-AUG-2000

510(k) STATEMENT

DEVICE: HA/GOLD TOTAL AND PARTIAL, REGULAR AND OFFSET, OSSICULAR REPLA
SE DECISICN MADE: 08-AUG-2000

510(k) STATEMENT

DEVICE: GT2 FUSION GUIDE WIRE, MCDEL NTTHLJ180,NTLHLS180, NTLHLJ300, N
SE DECISICN MADE: 16-AUG-2000

510(k) SUMMARY AVAITARIE FROM FDA

DEVICE: VASOTRAX
SE DECISION MADE: 31-AlKG-2000
510(k) SUMMARY AVATIARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARTES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED IXRING THE PERICD O1-AUG-2000 THROUGH 31-AUG-2000

METRON MEDICAL, AUSTRALIA P/L
ATIN: ROB HOPKINS

57 ASTER AVE.

CARRIM DOWNS, VICTORIA,

MIGOR INC.

ATIN: JEREMIAH COSTELIO
2855 OXFORD BLVD.
ALLISON PARK, PA 15101

MICRO THERAPEUTICS, INC.
ATIN: MARTBELIE AGUINALDO
2 GOCDYERR

IRVINE, CA 92618

MICROLIFE OORP.

ATIN: SUSAN D GULDSTEIN-FALK
55 NCRTHERN BLVD.

SUITE 200

GREAT NECK, NY 11021

MICRCLIFE CORP.

ATIN: SUSAN D GOLDSTEIN-FALK
55 NORTHERN BLVD.

SUITE 200

GREAT NECK, NY 11021

MINIMED INC.

ATIN: JENNIFER LYONS
12744 SAN FERNANDO ROAD
SYIMAR, CA 91342

MINIMED INC.

ATTN: JENNIFER LYCNS
12744 SAN FERNENDO RORD
SYIMAR, CA 91342

MINIMED INC.

ATIN: JENNIFER LYONS
12744 SN FERNANDO RORD
SYIMAR, CA 91342

MINIMED INC.

ATIN: JENNIFER LYONS
12744 SAN FERNANDO ROAD
SYIMAR, CA 91342

510(k) NO
PHONE NO

»
.
.
.

510(k) NO:
PHONE NO

510(k) NO
PHONE NO

.
»
.
H

510(k) NO
PHONE NO

o
»
-
.

510(k) NO:
PHONE NO :

510(k) No:
PHONE MO :

510(k) NO:
PHONE NO :

510(k) NoO:
PHONE NO ¢

510(k) No:
PHONE NO @

RO00593
613 977 51234

k001940
412-487-1113

K0Q2212
949-837--3700

KOO036%
203-431~-1511

K001182
203-431~1511

K001827
818-362-5958

KDO1828
818-362-5958

KD01829
818-362-5958

K001832
818-362-5958

05-SEP-2000
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DEVICE: SONIC, MODEL SO-100
SE DECISION MADE: 04-AUG-2000
510(k) STATEMENT

DEVICE: MIOCR ANESTHESIA CONDUCTICN KIT
SE DECISION MADE: 11-AXG-2000
510(k) SMARY AVATIABLE FRCM FDA

DEVICE: MIRAGE HYDROPHILIC GUIDEWIRE, MODEL 103-0608
SE DECISICN MADE: 03-AUG-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: MICROLIFE DIGITAL INFRARED EAR THERMCMETER, MCDEL IR1DAL
SE DECISION MADE: 22-AUG-2000

510(k) SIMMARY AVATIABLE FRCM FDA

DEVICE: MICROLIFE WRIST WATCH BLOCD PRESSURE MONITOR, MODEL BP-3BUL
SE DECISION MADE: O01-2AlX:-2000

510(k) SIMMARY AVATTIABLE FROM FDA

DEVICE: PARADIGM SOF-SET MICRO (R, MCDELS 324 AND 325
SE DECISICN MADE: 18-AUG-2000
510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: PARADIGM 1.5ML RESERVOIR, MODEL 326
SE DECISION MADE: 18-AlG-2000
510(k) SMMARY AVAILAELE FROM FDA

DEVICE: MINIMED PARADIGM INSULIN PUMP, MODEL 511
SE DECISION MADE: 18-2UG-2000
510(k) SRMARY AVAILABLE FROM FDA

DEVICE: PARADIGM SOF-SET ULTIMATE (R, MCDELS 317 AND 318
SE DECISION MADE: 18-AUG-2000
510(k) SIMMARY AVATLABLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERTCD 01-AlKG-2000 THROUGH 31-AlXG-2000

MINNESOTA MINING AND MFG. CO.
ATIN: GRETCHEN KEENAN

3M CENTER, BUILDING 275-5W-06
ST. PAIL, MN 55144-1000

MITEK PRODUCTS
ATIN: MARY P LEGAW
249 VANDERBILT AVE.
NORWOCD, MA 02062

MITEK PRODUCTS
ATIN: MARY P LEGRAW
249 VANDERBILT AVE.
NCRWOCD, MA 02062

MOGUL, ENTERPRISES
ATIN: JAMIL MOGUL
6387 SAN IGQNACIO AVENUE
SAN JOSE, CA 95119

MRT DEVICES CORP.
ATIN: TOM SCHUBERT
1515 PARAMOUNT DRIVE
WAUKESHA, WI 53186

MRI DEVICES CCRP.

1515 PARAMOUNT DRIVE
WAUKESHA, WI 53186

NEOTONUS, INC,
ATIN: SHEIIA HEMECN-HEYER
49 PLAIN STREET
NORTH ATTLEBCRO, MA 02760

NEURO SCAN 1ABS

ATIN: DAVID B JONES

5700 CROMO DR., SUITE 100
EL PASO, TX 79912-5538

NEW STAR IASERS, INC.
ATIN: DONALD V JCHNSCH
11802 KEMPER RD.
AUBURN, CA 95603

510(k) No
PHONE NO

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

510(k) NO:
PECONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
FHONE NO ¢

K0D00355
651-733-7605

K002402
781-251-3134

K002422
781-251-3134

K993698
408-629~3340

K001944
262-524-1402

K002539
262-524-1402

KD01903
508-643-0434

K001562
915-845-5600

K002347
530-823-1434

NEWFORT MEDICAL INSTRUMENTS, INC. 510(k) NO: K992133

ENTTIATOR WITHOUT HUMIDIFIER,
ATIN: ROBERT W DICK

760 WEST 16TH ST., BLDG. N
COSTA MESA, CA 92627

PHONE NO :

HIS0-H1, NEWPCRT HTSO VENTIL

949-642~3910

05-SEP-2000
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DEVICE: 3M COMPLY 1249 LIQUID PERACETIC ACID CHEMICAL INDICATCR
SE DECISICN MADE: 23-AG-2000
510(k) SMARY AVAILAHLE FROM FDA

DEVICE: VAPR TC ELECTRCDE FOR USE WITH VAPR II ELECTROSURGICAL SYSTEM
SE DECISICN MADE: 31-AUG-2000
510(k) SIMARY AVATLABLE FRCM FDA

DEVICE: VARFR 3.5MM 90 SUCTICN EILRCTRCDE FOR USE WITH VAPR SYSTEM
SE DECISION MADE: 31-ADG-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: SLIMCATH-DX MODELS, 3SUXXXX, 3SBXXXX, AND FCXXXX
SE DECISICN MADE: 16-AUG-2000
510(k) STATEMENT

DEVICE: HAC-300 HEAD ARRAY COIL
SE DECISICN MADE: 14-AUG-2000
510(k) STATEMENT

DEVICE: OBC-096 EREAST ARRAY COTL
SE DECISICN MADE: 30-AUG-2000
510(k) STATEMENT

DEVICE: NEOOONTROL, PELVIC FLOCR THERAPY SYSTEM
SE DECISION MADE: 29-AUG-2000
510(k) SUMMARY AVATIABLE FRCM FDA

DEVICE: NEURO SCAN MEDICAL SYSTEMS A4000
SE DECISION MADE: 16~AUG-2000
510(k) SMARY AVATIABLE FRCM FDA

DEVICE: COOLTOUCH II
SE DECISION MADE: 17-AUG-2000
510(k) STATEMENT

DEVICE: NEWFORT HTS0 VENTILATCR WITH HUMIDIFIER HTSO-H, NEWPORT HTSO V

SE DECISION MADE: O4-ADX-2000
510(k) SUMMRRY AVATLABLE FROM FDA



SUBMITTER ADDRESS LISTING FCR CDRH SUBSTANTIALLY

BQUTVALENT
FOR FINAL DECISIONS RENDERED DURING THE PERICD O1-AlX-2000 THROUGH 31-AlKG-2000

% ngl.tmnm SOFTWARE SOLUTICNS510(k) NO:
ATTN: JUAN CMAR PEREZ PHONE NO :
7224 WEST 29TH WAY

HIALERH, FL 33018

NIEN MADE ELECTRNICS CORPORATICON 510(k) NO:
ATIN: JAMES M DELANEY PHONE NO @
100 MAIN STREET

SUITE 120

CONOORD, MA 01742

NIHON RCHDEN AMERICA, INC. 510(k) No:
ATIN: BONNIE BISDP PHONE NO @

IRVINE, CA 92612—1601

NORTH AMERICAN MEDICAL CCRECRATICNS10(k) NO:
ATIN: CARLOS EECERRA PHONE NO @
6595 ROSWELL RD. STE 811

ATLANTA, GA 30328

NORTHGATE 'mamosm, INC. 510(k) NO:
ATTN: CASEY PHONE NO :
600 CHURCH RD.

ELGIN, IL 60123

NOVA BICMEDICAL CCRP. 510(k) NO:

ATIN: PAUL W MACDONALD PHONE NO

NOVACCR DIV. 510(k) NO:
ATIN: LYNETTE L. HOWARD PEHONE NO :
203 MAIN STREET PMB 166

FLEMINGTON, NJ 08822

NOVAMED LID. 510(k) NO:
ATIN: GERALD M SLUTZKY PHONE NO ¢
28 PIERRE KCENIG ST.,

TALPTIOT INDUSTRIAL AREA

JERUSALEM,

CDONTO-WAVE 510(k) No:
ATTN: JAMES DIEROFF :

PHONE NO
1136 EAST STUART #4203 .
FORT OCLLINS, OO 80525

K001091
305-231-0562

K993950
978-371-0066

KO00517
949-250-3959

K002260
404-242-4243

R001325
847-608-8°00

KD01761
781-894-0800

K993788
908-788-4580

K000718
972 267 81861

K001560
800-368-5776

05-SEP-200C
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DEVICE: CARDIOSET (HARDWARE), MODEL HO4; CARDIOSET SCL (SOFTWARE), MOD
SE DECISION MADE: 10-AlG-2000

510(k) STATEMENT

DEVICE: CECILIA PENGUIN MULTI-USE THERMOMETER, MCDEL HP-ETO9999

SE DECISICN MADE: 23-AUG-2000

510(k) SIMMARY AVATLABLE FRCM FDA

DEVICE: LIFE SCOPE EC, MODEL BSM-1102

SE DECISION MADE: 31-AUG-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: SPINA SYSTEM
SE DECISION MADE: 25-AUG-2000
510(k) SIMMARY AVAILABIE FRCM FDA

- DEVICE: FLO ASSISTANT, MODEL 4-250-00

SE DECISICN MADE: 18-AG-2000
510(k) SMMARY AVATLARLE FRCM FDA

DEVICE: STATLYTE NA/K/CL/LI ANALYZER
SE DECTSICN MADE: 07-AUG-2000
510(k) STATEMENT

DEVICE: R.TEST EVOLUTION
SE DBECISION MADE: O4-AUG-2000
510(k) SIMMARY AVAIIABLE FRM FDA

DEVICE: CHROMOSTREAK

SE DECISICN MADE: 24-AlX-2000
510(k) SUMMARY AVAILABLE FROM FDA
DEVICE: ODONTOSURGE 3

SE DECISION MADE: 24-AG-2000
510(k) SUMARY AVAILARLE FRCM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SMMARIES (R 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

CNOOGENE SCIENCE, INC. 510(k) NO:
ATIN: SHERYL PHONE NO @
80 ROGERS ST.

CAMBERIDGE, MA 02142

ONCOGENE SCIENCE, INC. 510(k) NO:
ATIN: SHERYL, BROWN-SHIMER PHONE NO @
80 ROGERS ST.

CAMBRIDGE, MA 02142

CNI, INOORPORATED 510(k) NO:
ATTN: MICHAEL A DOUGLAS PHONE NO @
790 TURNPIKE STREET, STE 100

NORTH ANDOVER, MA 01845

CRTHOSOFT, INC. 510¢k) NO:
ATIN: NIOXE IANDREVIILE PHONE NO :

80 QUEEN ST., SUITE 604
MCNTRERL, CQUEBEC,

PRCIFIC SURGICAL INNOVATIONS, INC.510(k) NO:

ATIN: GARY COOPER PHONE NO :
360 INDUSTRIAL RD., UNIT H

SAN CARLOS, CA 94070

PARALLAX MEDICAL, INC. 510(k) NO:
ATIN: SUSAN MARQUES PEONE NO :
453 RAVENDALE DR., SUITE B

MOUNTAIN VIEW, CA 94043

PARKELL, INC. 510(k) NO:
ATTN: DANTEL R SCHECHTER PHONE NO :
155 SCHMITT BIVD.

P.O. BOX 376

FARMINGDALE, NY 11735

PASCO LABCRATCRIES, INC. 510(k) NO:
ATTN: LINDA K DILION PHONE NO :

12750 WEST 42ND AVE.
WHEAT RIDGE, CO 80033

PASCO LABORATORIES, INC. 510(k) NO:
ATIN: LINDA K DILLION PHNE NO: @
12750 WEST 42ND AVE. .
WHEAT RIDGE, OO 80033

K002121
617-492-7289

K002313
617-441-4410

K001773
978-683-8881

K002053
514 861 4074

KD02276
800-810-6610

K994022
650-934--6969

K002195
631-249-1134

K001721
800-321-9813

K001887
303-423-9504

DEVICE: TOTAL PSA MICROTTTER ELISA
SE DECISION MADE: 30-AUG-2000
510(k) SWMARY AVAILABLE FROM FDA

DEVICE: COMPLEXED PSA MICROTITER ELISA
SE DECISION MADE: 30-AUG-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: CRITHCNE
SE DECISION MADE: 18-AUG-2000
510(k) SUMMARY AVAILABIE FRCOM FDA

DEVICE: NAVITRAK SYSTEM-CPTICAL COPTICN, MCDEL 900.004

SE DECISION MADE: 03-AG-2000
510(k) SMARY AVATIARLE FROM FDA

DEVICE: PSI SKULL CLAMP
SE DECISION MADE: 29-AlG-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: PRRALIAX CRANIOSET
SE DECISICN MADE: 31-AUG-2000
510(k) SRAARY AVAILABLE FROM FDA

DEVICE: FORAMATRON V, MODEL D680
SE DECISION MADE: 30-AUG-2000

510(k) STATEMENT

DEVICE: PASCO MIC AND MIC/ID FANELS
SE DECISION MADE: 04-AIX:-2000
510(k) SIMVARY AVATIABLE FROM FDA

DEVICE: MODIFICATION TO PASCO MIC AND MIC/ID PANELS
SE DECISICN MADE: 0S-20G-2000
510(k) SMVMARY AVATIABIE FROM FDA

05-SEP-2000
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SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BEQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS 05~SEP~2000

FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000 Page 25
PASCO LABORATORIES, INC. 510(k) No: KD01953 DEVICE: PASCD MIC AND MIC/ID PANELS
ATIN: LINDA K DILION PHONE NO : 303-423-9504 SE DECISICN MADE: 10-AUG-2000
12750 WEST 42ND AVE. 510(k) SWMARY AVAILAELE FROM FDA
WHEAT RIDGE, CO 80033
PERUSAHAAN GETAH ASAS STN BHD 510(k) NO: KD02314 DEVICE: LATEX PATIENT EXAMINATION GLOVES FOWDERED WITH PROTEIN CONTENT
LABELING CLAIM; 100 MICROGRAM CR LESS OF TOTAL WATER EXTR
ATTN: TAN KONG CHANG PHONE NO : 603 391 1949 SE DECISION MADE: 17-AUG-2000
LOT 754, JRALAN HAJI SIRAT 510(k) STATEMENT
SELANGOR,
PERUSAHAAN PELINDUNG GETAH (M) SDNS10(k) NO: K002112 DEVICE: RUBEERCARE FOLYMER-CHLORINATED POWDER-FREE GUARDIAN POLYMER-CH

LORINATED PCWDER-FREE
ATIN: PETER YEW NEING CHOON PHCNE NO : 606 677 2781 SE DECISICN MADE: 14-AUG-2000

EMPAT, SENAWANG INDUSTRIAL

ESTATE, 70450 SEREMBAN, NEGERI 510(k) SIMMARY AVAILABIE FROM FDA

SEMBILAN DARUL KHUSUS MALAYSIA,

PERUSRHAAN PELINDUNG GETRH (M) SDNS10(k) NO: K002114 DEVICE: RUBBERCARE GUARDIAN PCLYMER-CCATED POWDER-FREE LATEX EXAMINATT

ON GLOVES: CONTAINS 100 MICROGRAMS OR LESS OF TOTAL WATER

ATIN: PETER YEW NIENG CHOON PHONE NO : 606 677 2781 SE DECISICN MADE: 11-AUG-2000

EMPAT, SENAWANG INDUSTRIAL

ESTATE, 70450 SEREMEAN, NEGERI 510(k) SUMMARY AVAILABLE FROM FDA

SEMBILAN DARUL KHUSUS MALAYSIA,

géaml%s msolfgét' TECHNOLOGY 510(k) NO: KDO1709" DEVICE: TROCHANTERIC REATTACHMENT DEVICE (STANDARD) AND (LONG), MODEL
7

ATIN: AMY H MOMAERTS PHONE NO : 906-226-9909 SE DECISION MADE: 31-2IX:-2000

375 RIVER PARK CIRCLE 510(k) SMMARY AVAILABLE FROM FDA

MARQUETTE, MT 49855

PLAINSENSE WHEELCHAIRS, INC. 510(k) NO: K001909 DEVICE: PLAINSENSE WHEEICHATR

ATIN: PECNE NO ¢ SE DECISION MADE: 25-AlG-2000

2919 BENTWOCD DRIVE 510(k) STATEMENT

MARIETTA, GA 30062-4608

POLYMER TECHNOLOGY 510(k) NO: K001960 DEVICE: RIGID GAS PERMEAEIE CONTACT LENS

ATIN: DEBRA I.B. KETCHRM PEONE NO : 716-338-8638 SE DECISION MADE: 28-AUG-2000

1400 N COODMAN STREET 510(k) SUMMARY AVAILAELE FROM FDA

ROCHESTER, NY 14692-0450

PRECISION THERAPY INTL., INC.  '510(k) NO: KD02240 DEVICE: RENDER-PLAN 3-D 4.00 & PRECISE-PIAN 1.0

ATIN: PAUL SUMNER PHONE RO ¢ 770~-300-9725 SE DECISICN MADE: 23-AUG-2000
3155 NCRTHHOCDS PKWY. N.W. . 510(k) SUIMMARY AVAILABIE FRCM FDA
NCRCROSS, GA 30071



SUBMITIER ADDRESS LISTING FOR CDRH SUBSTANTIALLY EQUIVALENT (SE) 510(K) SIMMARIES CR 510(K) STATEMENTS
FCOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

NEW PCRT RICHEY, FL 34655

QUINTON INSTRUMENT CO.
ATIN: DAVID HIMES

3303 MONTE VILIA PKWY.
BOTHELL, WA 98021-8906

22 TERRY AVE.
BURLINGTCN, MA 01803

RANDOX LABORATCRIES LID.
ATIN: P, ARMSTRONG
ARDMCRE, 55 DIAMOND ROAD
CRIMLIN, CO. BANTRIM,

510(k) NO: KO01808
PHONE NO : 678-461-5559

510(k) NO: KOO1392
PHONE 301-330-2076

8

510(k) NO: KDO0888
PHONE NO : 972 977 18130

510(k) NO: K0OO00653
, MCDEL P/N 360002
PHONE NO : 780 662 3968

510(k) NO: K002319
PHONE NO : 813-645-2855

510(k) NO: KDO1492
PHONE NO : 425-402-2484

510(k) NO: K001414
PHONE NO

510(k) NO: K992226
PHONE NO : 800-466-6814

510(k) NO: K001009
PHCNE NO': 44 028 94422413

05-SEP-2000
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DEVICE: DCRO HEADREST SYSTEM
SE DECISICN MADE: 04-ADG-~2000
510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: GLYCOSAL HBAIC TEST
SE DECISION MADE: 21-m0G~2000
510(k) SMRRY RVAILARLE FROM FDA

DEVICE: SANSIBAR CPAP SYSTEM
SE DECISION MADE: 15-ADG-2000
510(k) SIMMARY AVATLABLE FRM IDA

DEVICE: ARRONOKX UNIVERSAL, MCDEL P/N 360000, AERNOX BEDSIDE, MCODEL P/
SE DECISTON MADE: 04-AlG-2000
510(k) SRMMARY AVAILABIE FROM FDA

DEVICE: PURILENS SALINE SOLUTION
SE DECISICN MADE: 30-AIX:-2000
510(k) SMMRRY AVATIARIE FRCM FDA

DEVICE: QUINION Q-STRESS, MODEL 000483
SE DECISION MADE: 09-AIG-2000
510(k) SRMARY AVATLABLE FROM FDA

DEVICE: KWIKKMCODETL,

: 004 940 22757617 SE DECISION MEDE: O9-AUG-2000

510(k) SIMMARY AVAILAELE FRCM FDA

DEVICE: XDS EXTERNAL CSF DRAINAGE AND MONITORING SYSTEM
SE DECISION MADE: 04-AUG-2000
510(k) SMMARY AVATIABIE FRCM FDA

DEVICE: RANDOX C-REACTIVE PROTEIN
SE DECISION MADE: 04-AUG-2000
510(k) STATEMENT



s

SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-AUG~2000 THROUGH 31-AG-2000

REMED PHARMA
SMaMIT

ATIN: E.J. sMITH

PO BOX 4341

CROFICN, MD 21114

REMED PHARMA

oY, stmMIT

ATIN: E.J. SMITH
PO BOX 4341
CROFIXN, MD 21114

REMED PHARMA
SUMMIT

ATIN: E.J. SMITH

PO BOX 4341

CROFTCN, MD 21114

RICH-MAR CORP.
S DEVICE :

ATIN: DAVID RICHARDS
15499 EAST 590TH RD.
P.O. BCX 879

INGEA, K 74036

ALLENDALE, NJ 07401

RS MEDICAL

ATTN: JCEL, S FADEN
14401 S.E. FIRST ST.
VANCOUVER, WA 98684

SRR xe  pET TR A T rre e ey 2aeene

510(k) No:
PHONE NO :

510(k) NO:
PHCNE NO ¢

510(k) NO:
PECNE NO ¢

510(k) NO:
PHONE NO :

510(k)
PHONE

510(k)
PHONE

510(k) NO:
PHONE

NO : 201-327-0035

510(k) NO:
PHORE MO :

H RS T Ty gty o mamn aheow

K993389
410-451-0639

R993403
410-451-0639

K993409
410-451-0639

K000808
918-543-2222

KDO0568
317-576~3544

K002148
317-576~3723

K002353
317-576-3544

R0O01641

K000114
301-881-9139

05-SEP-2000
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DEVICE: REMED MALE TUTTI FRUTTI CONDCM (BANANA), PREVENTOR, LIXKY BOY,

SE DRCISION MADE: 18-AIX:-2000
510(k) STATEMENT

DEVICE: REMED MALE TUTTI FRUTTI CONDOM (STRAWBERRY) PREVENICR, LUCKY B

SE DECISION MADE: 18-ax-2000
510(k) STATEMENT

DEVICE: REMED MALE TUITI FRUTTI CONDCM (COCONUT) PREVENICR, LUCKY BOY,

SE DECISION MADE: 18-AUG-2000
510(k) STATEMENT

DEVICE: RICH-MAR WINNER ST4 MUSCIE STIMULATOR, INTERFERENTIAL, AND TEN

SE DECISION MPDE: 25-AUG-2000
510(k) STATEMENT

DEVICE: HDL CHOLESTERCL PLUS
SE DECISICN MADE: O4-AUG-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: ELECSYS HCG TEST SYSTEM
SE DECISICN MADE: 22-AUG-2000
510(k) SMMARY AVATTAELE FROM FDA

DEVICE: ELECSYS CA 15-3 CALCHECK
SE DECISION MADE: 10-ADG-2000
510(k) SMARY AVAIIABLE FROM FDA

DEVICE: TAMPONS
SE DECISICN MADE: 03-AUG-2000
510(k) SUMMARY AVAIIARIE FROM FDA

DEVICE; RS-4MIMUSCLE STIMILATOR
SE DECISICN MADE: 10-AUG-2000
510(k) SMMARY AVATIARIE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERIOD Ol-AUG-2000 THROUGH 31-AlX-2000

510(k) NO:
PHONE H
1508 BROCKHCLIOW DR., #354

SANTA ANA, CA 92705

SCANDITRONIX WELIHOFER NORTH AMERI510(k) NO:
ATIN: CHIXX LINDLEY PHONE NO :
3111 STAGE FOST DR., SUITE 105

BARTLETT, TN 38133

SCANTIBODIES ILABCRATORY, INC. 510(k) NO:
SRY KIT, MXDEL 3KG056

ATIN: RICHARD LENART PHCONE NO :
9336 ABRAHAM WAY

SANTEE, CA 92071

SCIMEDX CORP. 510(k) NO:

IMATE UMBILICAL OCRD (PUC)-EMA/PUC LGA.,

ATIN: GARY LEHNUS,PH.D PHONE MO :
400 FORD RD.

DENVILIE, NJ 07834

SELFCARE, INC. 510(k) NO:
ATIN: CAROL A ADILETIO, M.S. PHONE NO :
200 PROSPECT STREET

WALTHRM, MA 02453

SENSIDYNE, INC. 510(k) No:
ATIN: HOWARD MIILS PHONE NO :

16333 BAY VISTA DRIVE
CLERRWATER, FL 33760 -

SHANGHAI CHAMPICON PLASTIC PRCDUCTS510(k) NO:
ATIN: JANNA T TUCKER PHONE NO ¢
198 AVE. DE LA D' EMERAID

SPARKS, NV 89434-9550

SHANGHAT CHAMPION PLASTIC PRCDUCTS510(k)
ATIN: JANNA P TUCKER PHONE
198 AVE. DE IA D’ EMERAID

SPARKS, NV 89434-9550

SHANGHAT CHAMPION PLASTIC PRODUCTS510(k) NO:
ATIN: JANNA P TUCKER PHONE NO :
198 AVE. DE IA D’ EMERALD

SPARKS, NV 89434-9550

NO:
NO ¢

KDO01943 ,
714-429-7807

KD00209
901-386~-2242

K001411
619-258-9300

K002107
973-625-8822

KD02134
781-647-3900

K000700
727-530-3602

K002216
775-342-2612

K002217
775-342-2612

K002218
775-342-2612

05-SEP-2000
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DEVICE: CHRONALCO I.D.CDT (CARBCHYDRATE DEFICIENT TRANSFERRIN) ASSAY
SE DECISICN MADE: 23-AlX-2000
510(k) SIMMARY AVAILAHIE FRCM FDA

DEVICE: DOSE 1
SE DECISION MADE: 18-AlXG-2000
510(k) SUMMARY AVATIAELE FROM FDA

DEVICE: WEXLE PTH (1-84) SPECIFIC IMMUNORADICMETIRIC IRMA DIAGNOSTIC AS

SE DECISICN MADE: 21-AUG-2000
510(k) STATEMENT

DEVICE: IFA KIT FCR THE DETECTICN OF ENDOMYSIAL IGA ANIBODIES USING PR

SE DECISION MADE: 04-AUG-2000
510(k) STATEMENT

DEVICE: ONE TOUCH ULTRA BLOCD GLUCOSE MONITORING SYSTEM
SE DECISICN MADE: 07-AUG-2000
510(k) SMMARY AVATIABIE FROM FDA

DEVICE: SENSIDYNE OXYGEN ANALYZER & SENSIDYNE OXYGEN MCNITOR
SE DECISION MADE: 31-AUG-2000
510(k) SUMMARY AVAILAHRLE FROM FDA

DEVICE: NITRILE EXAMINATION GLOVE, PRE-POWDERED, CULCR VEIITE
SE DECISION MADE: 11-AUG-2000
510(k) STATEMENT

DEVICE: NITRILE EXAM GLOVE, POADER-FREE, COLCR WHITE
SE DECISICN MADE: 11-AUG-2000
510(k) STATEMENT

DEVICE: NITRILE EXAM GLOVE, POADER-FREE, COLCR BLUE
SE DECISICN MADE: 15-AUG-2000
510(k) STATEMENT



CTTERITITITION A TONTYTIAS

SHANGHAT CHAMPIQN PLASTIC PRODUCTS510(k) NO:

ATTN: JAMNA P TUCKER PHONE NO ¢
198 AVE. DE 1A D’ EMERALD

SPARKS, NV 89434-9550

SHEFFIEID LABORATORTES, DIV. OF FAS10(k) NO: K
ATTN: KATHLEEN HACKU PHONE NO :

170 BRORD ST.
NEW LONDCN, CT 06320

SHIJIAZHUANG GREAT VISION PLASTIC 510(k) NO:
ATIN: JAMES CHU PHONE NO @
12390 EAST END AVENUE

CHINO, CA 91710

SHIJIAZHUANG GREAT VISION PLASTIC 510(k) NO:

S
ATIN: JAMES CHU

PHONE NO 3
12390 EAST END AVENUE

CHINO, CA 91710

SIEMENS MEDICAL CCRP. 510(k) No:
186 WOCD AVE. SOUTH

ISELIN, NJ 08830

SIEMENS MEDICAL SYSTEMS, INC. 510(k) NO:
ATIN: JUDI HOFFMAN PHONE NO :
22010 S.E. 51ST ST.

ISSAQURH, WA 98029~7002

SIEMENS MEDICAL SYSTEMS, INC. 510(k) NO:

ATIN. TAMTR VIEH

186 WOCD AVENUE SOUTH

DIYAR N o

ELmmANl ive o

SLEIRAS, L.

ATTN: BARBARA DEBIASE PHONE NO ¢
11485-A WEST 48TH AVE.
WHEAT RIDGE, 00 80033
SIQA DIMGNOSTICS, INC.

510(k) No:
OOP, 17-500P, 17-2000P, 18-20, 18-100P .

¢ WILLIAM R GILBERT PHONE NO ¢
545 SOUTH EWING AVE. .
ST. LOUIS, MO 63103

T T owrrraan LAWY CTTOCHARITITAT T TAWASTTIAT IWIN 7 O \
SULML LIS AUUREOO0 1oL LN E\J\ LLMNG QUDROLANLIALLIL EAALVALDINL (oo

FOR FINAL DECISICNS RENDERED DURING THE PERICD O1-AUG-

K002220
775-342-2612

F O AT A wie

860—442—4451

K002012
909-262-8860

K002015
909-262-8860

K994231

732-321-3950

AL AN

NALAN

425-557-1229

K002225
732-321-4625

NS e AT RN et

05-SFP-2000
Page 29

DEVICE: NITRIIE EXAM GIOVE, PRE-POWDERED, CCLCR BIUE
SE DECTSION MADE: 15-A0G-2000

510(k) STATEMENT

DEVICE: LUBRIGEI, PERSCNAL, LUBRICANT

SE DECISION MADE: 02-AlX:-2000
510(k) SUMMARY AVATLABIE FROM FDA

DEVICE: SYNTHETIC POADERED (YELLOW) VINYL PATIENT EXAMINATION GLOVES
SE DECISICN MADE: 09-AUG-2000
510(k) SUMVARY AVAILAELE FROM FDA

DEVICE: SYNTHETIC POWDER FREE (YELLOW) VINYL, PATIENT EXAMINATION GLOVE

SE DECISION MADE: 09-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: SIEMENS INTEGRATED OPERATING SYSTEM (SIOS)

= s TELVINA MUTTTIABRITIAL TANTAAYY NTAMYYINTO TTTITDALY
VL H r.d.lﬂaﬂn DAL LU]L CiHUNACRS AL BBNAT L L Wil b i BPAA Ul

N MADE: 01-AUG-2000

Y :vnu\muv AUATTADT I LYW TNA
] SAEENNL [IVALLLURLD Fi%Ad Li83

SVYSTEM
wlisalas

i3

CE: SONOCIOT CORGUIATION & PLATELET FUNCTION ANALYZER SYSTEM WITH

SE DECISION MADE: 31-AUG-2000
510(k) SWMMARY AVAILARIE FRCM FDA
DEVICE: SIQYA DIRGNOSTICS INFINITY GLUCOSE REAGENT, MCDELS 17-25, 17-1

SE DECISICN MADE: 10-AlXG-2000
510(k) SUMMARY AVAILARLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CORH SUBSTANTTALLY EQUIVALENT (SE) 510(K) SRMMARIES (R 510(K) STATEMENTS
FOR FINAL DECISICNS RENDERED DURING THE PERICD 01-AlXG-2000 THROUGH 31-AUG—-2000

SIMS IEVEL 1, INC.

ATIN: GABRIEL J MJRACA JR.
160 WEYMOUTH ST.

ROCKLAND, MA 02370

SIMS PORTEX LID.

ATIN: STEVEN M OGILVIE
HYTHE

HYTHE, KENT,

510(k) NO
PHONE NO

510(k) NO

PI-IZNEI‘D;

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO
PHCNE NO

.
s
.
.

510(k) NO:
PHONE

K001764
781-878-8011

K001555
441 303 260551

K000811
441 554 755444

K002021
901-373-0200

K002378
901-373-0200

K002464
501-373-0200

KD01681

NO : 330-425-1340

510(k) NO:
PHONE NO :

510(k) No:
PICNE NQ-:

K001604
919-859-4207

K002434
801~352-1888

05-SEP-2000
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DEVICE: HOTLINE 2 FLUID WRARMER
SE DECISION MADE: 09-AUG-2000
510(k) SMMARY AVATLABLE FROM FDA

DEVICE: SURESAMPLE-WALLACE ENDCMETRIAL SAMPLER, ENDO 26
SE DECISICN MADE: 02-AUG-2000
510(k) SMMARY AVAILAELE FRCM FDA

DEVICE: NLITE SYSTEM, SLS MODEL NUMBER A00-1025
SE DECISICN MADE: 25-AUG-2000

510(k) SUMMARY AVATIABLE FROM FDA

DEVICE: HFMOSTATTX THERMAL, SCALPEL SYSTEM - #12 BLADE
SE DRCISION MADE: 24-AUG-2000
510(k) SMMARY AVATIABIE FROM FDA

DEVICE: MODULAR FCRP AND TORP MCDEL TBD
SE DECISION MADE: 29-AUG-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: SMITH & NEPHEW OFF-CENTERED PCORP
SE DECTISICN MADE: 29-AUG--2000
510(k) SMARY AVATIABLE FRCM FDA

DEVICE: POSTTRACE DUAL MCDE PET/CT ONCCLOGY SYSTEM
SE DECTSION MADE: 25-AUG-2000
510(k) SUMMARY AVAIIAELE FROM FDA

DEVICE: DANA DIABECARE
SE DECISICN MADE: 14-AUG-2000
510(k) SUMMARY AVATIAEIE FRCM FDA

DEVICE: PAIM PUMP
SE DECISION MADE: 23-AlG-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISIONS RENDERED DURING THE PERICD O1-AUG-2000 THROUGH 31-AUG-2000

SPENCER TECHNCLOGIES, INC.

510(k) No:
ATIN: TONY WILLIAMS PHONE NO :
701 16TH AVE.
SERTTIE, WA 98122
SPINALIGHT, INC. 510(k) NO:
ATIN: T. A X PHONE NO @

1620 ALERITTCN DRIVE
SUTTE 7
KENNESAW, GA 30152

SSL AMERICAS, INC. (REGENT MEDICAL510(k) NO:
ATIN: BRADLEY L PUGH PHONE NO :

NORCROSS, GA 30092-95214

STACKHOUSE, INC. 510(k) NO:
ATIN: TOM GUTIERREZ PHONE MO ¢
1100 BIRD CENTER IR.

PAIM SPRINGS, CA 92262

STANDARD IMAGING, INC. 510(k) NO:
VB 1000 ION CHAMEER

ATIN: RAYMOND RIDDLE PEONE NO :
7601 MIRPHY DRIVE

MIDDLETON, WI 53562-2766

STELKAST CD. 510(k) NO:
ATTN: DONALD A STEVENS PHONE NO :
800 VINIAL ST.

SUITE B~210

PITTSBURGH, PA 15212

STCECKERT INSTRUMENTE 510(k) NO:
ATIN: CYNTHIA J. M. NOLIE PHONE NO @
49 PLIAIN STREET

NORTH ATTLEBORO, MA 02760

STRYKER ENDOSOOPY 510(k) NO:
ATIN: TCDD MILIER PHONE NO :
2590 WALSH AVE.

SANTA CLARA, CA 95051

mxan INSTRUMENTS 510(k) NO:
ATTN: SUZANNE PHONE NO :

4100 EAST MITHAM AVE.
KALAMAZOO, MI 49001

K002533
206-329-7220

KD01476
770-420-2333

K000421
334-702-2212

KOO00605
760-778~7255

K001825
608-831-0025

K002281
412-322-8280

K002118
508--643-0453

K993166
408-567-9100

K002348
616~-323-7700
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DEVICE: TCD 100M, PWD13 TRANSDUCER
SE DECISION MADE: 30-AUG-2000
510(k) SUMMARY AVATLABIE FRCM FDA

DEVICE: TORQUE INSTRIMENT, MODEL 8500

SE DECISICN MADE: 04-AUG—2000

510(k) STATEMENT

DEVICE: BIOGEL NEOTECH IT POWDER-FREE NECPRENE SURGEON'S GLOVE

SE DECISION MADE: 14-AUG-2000
510(k) STATEMENT

DEVICE: STACKHOUSE LENS HOOD, MCDEL SA-700/F
SE DECISICN MADE: 17-AlG-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: STANDARD IMAGING HDR 1000 PLUS ION CHAMBER; STANDARD IMAGING I
SE DECISION MADE: 02-RAG~2000

510(k) SUMARY AVATIARLE FROM FDA

DEVICE: STELKAST PROVEN KNEE SYSTEM

SE DECISION MADE: 17-AUG-2000

510(k) STATEMENT

DEVICE: STOCKERT COMPACT SYSTEM VERSICN 2.0

SE DECISION MADE: 09-AUG-2000
510(k) SWRARY AVATLARLE FROM FDA

DEVICE: STRYKER BICRBSORBAELE INTERFERENCE SCREW SYSTEM
SE DECISICN MADE: 04-AUG-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: STRYKER T3 HELMET, STRYKER T4 HEIMET, STRYKER T4 FIBER OPTIC L

SE DECISICN MADE: 15-AUG-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
FCR FINAL DECISICNS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

AUSTIN, TX 78717

SURGICAL, INC.

ATIN: JEFF CERIER

125 HIGH STREET, SUITE 7
MANSFIEID, MA 02048

SYBRON DENTAL SPECTALTIES INC.
ATIN: OCLIFEN BOSWELL

1717 WEST OCLLINS AVENUE
CRANGE, CA 92867

SYBRON DENTAL SPECTALTIES INC.
ATIN: CCLIEEN BOSWELL

1717 WEST CCLLINS AVENUE
CRANGE, CA 92867

)
¢ ANGELA J SILVESTRI
P.O. BOX 1766
1690 RUSSELL ROBD
PACLI, PA 19301-1222

SYNTHES (USA)

ATIN: ANGELA J SILVESTRI
1690 RUSSELL RD.

PACLI, PA 19301

POST OFFICE BOX 1766
PACLI, PA 19301

SYSMEX CORPCRATION OF AMERTCA
ATIN: NINA GAMPERLING

ONE WILDLIFE WAY

LONG GROVE, IL 60047-9596

TE ME MA S.A.R.L.
TMULATION NEEDLE
ATIN: JCE HARMS
390 SCARLET BINVD
CLDSVMER, FL 34677

510¢k) NO:
PHCNE NO @

510(k) NO
PHONE NO

.
.
*
.

510(k) NO:
PHCNE NO @

510(k)
PHONE

NO:
NO :

510(k) NO:
PHONE NO @

510(k) NO:
PHONE NO :

.

510(k) NO:
PECNE NO @

510(k) NO:
PHNE NO :

510(k) NO:
PHONE NO :

k002324
512-432-9306

k002018
877-337-8887

KD01881
714-516-7484

K001899
714-516-7484

K001720
610-647-9700

K001793
610--647-9700

K002271
610-647-9700

KD01683
847-726-3675

K990100
813-818-8705

DEVICE: MCDIFTED TO MODULAR FR SEVERE BONE LOSS TRAIMA
SE DECISICN MPDE: 24-AUG-2000
510(k) SUMMARY AVATLAELE FROM FDA

DEVICE: NDO SURGICAL SURGICAL OVERTUEE
SE DECISICN MADE: 17-AUG-2000
510(k) SUMMARY AVATTARLE FRCM FDA

DEVICE: IMPROVED ENLIGHT LV
SE DECISICN MADE: 22-AlG-2000
510(k) SWMARY AVATLARLE FROM FDA

DEVICE: IMPROVED TRY-IN GEL
SE DECISION MADE: 28-AlG-2000
510(k) SUMMARY AVAILARLE FROM FDA

DEVICE: SYNTHES SACRAL BAR SYSTEM

SE DECISICN MADE: 24-AUG-2000

510(k) SUMMARY AVATLABLE FRCM FDA

DEVICE: SYNTHES SCALIOPED DISTAL TIBIA PLATE

SE DECISICN MADE: 17-AUG-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: 2.4MM OORTEX SCREW, SELF-TAPPING
SE DECISICN MADE: 25-AUG-2000

510(k) SMMARY AVATIABLE FROM FDA
DEVICE: SYSMEX R-500

SE DECISION MADE: 21-AUG-2000
510(k) SUMMARY AVATLARLE FROM FDA
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DEVICE: PCLYMEDIC UPA NERVE STIMULATICN NEEDLE; POLYMEDIC UPC NERVE ST

SE DECISION MADE: 02-AUG-2000
510(k) STATEMENT



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTTALLY
FCR FINAL DECISIONS RENDERED DURING

TEK MARKETING, INC. 510(k) NO:
ATIN: JOHN A HOPE PIONE NO :
98 RAILRORD DRIVE

WARMINSTER, PA 18974-1454

TERUMO CARDIOVASCULAR SYSTEMS CORPS10(K) NO:
ATIN: GARRY A COURTNEY PHONE NO
125 BLUE BALL ROAD v
ELKTON, M 21921

TERIMO EURCEE N.V. 510(k) NO:
ATIN: M J AERTS PHONE. NO ¢
RESEARCHPARK ZONE 2

LEUVEN 3001,

THAI NIPEON RUBBER INDUSTRY CO., L510(k) NO:
ATTN: ELI J CARTER PHONE NO
1219 LITTIE CREFK RD.

DURERM, NC 27713

THE BINDING STTE, LID. 510(k) NO:
ATIN: JAY H GELLER PHONE NO :
WEST TORER, SUTTE 4000

2425 WEST CLYMPTC BOULEVARD

SANTA MONICR, CA 90404

THE BINDING STTE, LID. 510(k) NO:
ATIN: JAY H GEILER PHONE, NO ¢
WEST TOWER, SUTTE 4000

2425 WEST CLYMPIC BOULEVARD

SANTA MONICA, CA 90404

THE BINDING SITE, LID. 510(k) NO:
ATIN: JAY H GELLER PHONE NO
WEST TOWER, SUITE 4000

2425 WEST CLYMPTC BOULEVARD

SANTA MONICA, CA 90404

THE SAUNDERS GROUP 510(k) NO:
ATIN: DOUGLAS G TOMASKO PHONE O 3
4250 NCREX DR.

CHASKA, MN 55318-3047

TORAY INDUSTRIES (AMERICA), INC. 510(k) NO:
ATTN: LISA S JONES PHONE, NO :

540 CCLLEGE STREET
BELIATRE, TX 7740155010

K002404
215-364-4941

K002238
800-283-7866

K001572
003 216 381211

R001978
919-544-4098

K001127
310-449-1399

K001556
310-449-1399

K001636
310~449-1399

K001712
952-368-9214

K594198
713-664-6775

BEQUIVALENT (SE) 510(K) SUMMARIES CR 510(K) STATEMENTS
THE PERICD oi-mx;-zooo THROUGH 31-AUG-2000
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DEVICE: MICRO-MAX, MCDEL 319
SE DECISION MADE: 30-ADG-2000
510(k) STRATEMENT

DEVICE: CAPIOX SX HARDSHELL RESERVOIR WITH X-COATING
SE DECISION MADE: 22-AUG-2000
510(k) SUMMARY AVATLARLE FROM FDA

DEVICE: NEOLUS NEEDLE

SE DECISION MADE: 14-AUG-2000

510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: ‘ONE TOUCH' LATEX CONDOM WITH NONOXYNOL—9

SE DECISION MADE: 08-ADG-2000
510(k) SQMARY AVAITABLE FROM FDA

DEVICE: ANCA OOMBI DIAGNOSTIC KIT WITH IF-ATM TECHNCLOGY
SE DECISICN MADE: 30-AUG-2000

510(k) STATEMENT

DEVICE: HEP-2 ANA TEST SYSTEM WITH IF-AIM TECHNCLOGY

SE DECISICN MADE: 21-AlG-2000

510(k) STATEMENT

DEVICE: C-REACTIVE PROTEIN ANTISERIM KIT

SE DECISICN MADE: 24-AUG-2000

510(k) STATEMENT

DEVICE: 3D ACTIVETRAC

SE DECISICN MADE: 31-ADG-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: HEMOFEEL~CH, MCDELS CH-0.35L, CH-0.6L, CH-1.0L
SE DECISICN MADE: 25-AUG-2000
510(k) SRMARY AVAILABLE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SMMARIES CR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

TCORNIER, INC.

ATIN: DAVID W SCHLERF

200 GREGORY LANE

SUITE C-100

PLEASANT HILYL, CA 94523-3389

TORE EROTHERS (PVT.), LID.
ATTN: ARDUL GHAFOCR

52-B INDUSTRIAL ESTATE
P.0. BOX 108

SIALKOT,

ULTRAGUIDE LID.

ATIN: GRORGE MYERS

377 ROUTE 17 SOUTH
HASEROUCK HEIGHTS, NJ 07601

NATICK, MA 01760

USA INSTRIMENTS, INC.
ATIN: TCRI BRUNS
1515 DANNER DRIVE
AURCRA, CH 44202

VAPOTHERM, INC.
ATTN: WILLIAM NILAND
163 ONDUIT ST.
ANNAPCLIS, MD 21401

VARIAN MEDICAL SYSTEMS, INC.
ATIN: LINDA S NASH

3100 HANSEN WAY M/S. E-055
PALO ALTO, CA 94304=1038

VARIAN MEDICAL SYSTEMS, INC.
ATIN: LINDA S NASH

3100 HANSEN WAY M/S E-055
PAIO ALTO, CA 94304-1129

510(k) NO:
PHONE NO :

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

°
-
.
.

510(k) NO:
PHONE NO @

510(k) NO:
PHNE NO @

510(k) NO:
PHONE NO :

510(k) NO
PHONE NO

*
.
-
.

510(k) NO:
PHNE NO

510(k) NO:
PHONE NO ¢

K994041
925-356~-2640

k001818
92 432 553231

K002258
201-727-1703

K002008
203-845-4512

K0O1590
508-653-5892

K001870
330-562-1000

K000401
410-974-9255

K002194
650-424-6990

K002312
650-424-6990
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DEVICE: TORNIER BIPCLAR RADIAL HEAD PROSTHESIS
SE DECISION MADE: 31-AUG-2000

510(k) SUMMARY AVATLAELE FROM FDA
DEVICE: UTERINE TENACLUM HOOK

SE DECTSION MADE: 30-AlG-2000
510(k) STATEMENT

DEVICE: ULTRAGUIDE CT-GUIDE 1010

SE DECISION MADE: 08-AUG-2000
510(k) SUMMARY AVATLABLE FROM FDA

DEVICE: SURGICAL DYNAMICS SPINAL RETRACTOR
SE DECISICN MADE: 16-AUG-2000
510(k) SUMMARY AVATLABLE FROM FDA

. DEVICE: DND 101 :

SE DECISION MADE: 02-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: MILLENNTUM 9000 PHASED ARRAY NEUROVASCULAR COIL
SE DECISION MPDE: 14-AG-2000
510(k) SRMVARY AVAILARLE FROM FDA

DEVICE: VAROIHERM, MCDEL 20001
SE DECISICN MADE: 24-AUG-2000
510(k) SUMMARY AVAILABLE FRCM FDA

DEVICE: TREATVISION
SE DECISION MADE: 18-AG-2000
510(k) SIMYARY AVAILAHLE FROM FDA

DEVICE: PROTON VISION 7.0
SE DECISICN MADE: 30-AUG-2000
510(k) SRMARY AVAILAELE FROM FDA



SUBMITTER ADDRESS LISTING FOR CDRH SUBSTANTIALLY

FOR FINAL DECISICNS RENDERED DURING THE PERTCD 01~-AUG-2000 THROUGH 31-AUG-2000

VASCA, INC.

AS14120 & IHCEKO000
ATIN: DOUGLAS E FERGUSCN
3 HIGHWOOD DR.
TEWKSBURY, MA 01876

TOTONA, NJ. 07512

W) CORPORATION

ATIN: MICHAFL A PRICE
3130 HIGHLAND AVE

THIRD FLOCOR

CINCINNATI, CH 45219-2374

PHCENIX, AZ 85032-7372

WAREPAIMY ENTERPRISE LIC (UsAd)

ATIN: ROBERT S
3636 EAST CCLIMBINE DRIVE
PHOENIX, AZ 85032-7372

510(k) NO:
PHNE NO @

510(k) NO:
PHONE NO ¢

510(k) NO
PHONE NO

.
.
.
.

510(k) NO
PHONE NO

510(k) NO
PHCNE NO

510(k) NO:
PHONE NO ¢

510(k) NoO:
PHONE NO @

510(k) No
PHONE NO

*
.
.
.

510(k) NO:
PHONE NO &

¥001633
978-863-4450

KD01938
650-327-7719

K000796
219-665-7586

K001553
973-790-1330

K993934
513-475-6626

KS93052
973-227-1830

K993442
973-227-1830

K000354
602-788-5651

KD00356
603-788-5651
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DEVICE: LIFESITE HEMCDIALYSIS ACCESS SYSTEM/CANNULA EXCHANGE, MODEL IH

SE DECISION MADE: 24-AIXG-2000
510(k) SMMARY AVAILABLE FROM FDA

DEVICE: VECICR TARGETING SYSTEM
SE DECISION MADE: 29-AUG-2000
510(k) STATEMENT

DEVICE: "MAGIC MOBILITY" 4 X 4 WHEELCHAIR
SE DECISICN MADE: 11-AUG-2000
510(k) STATEMENT

DEVICE: BREAS PV 100 CPAP SYSTEM
SE DECISICN MADE: 03-AUG-2000
510(k) SUIMMARY AVATTARLE FROM FDA

DEVICE: V QUICK PATCH
SE DECISION MADE: 15-AUG-2000

510(k) S(MMARY AVAILARLE FROM FDA

DEVICE: VYGON 2 FR EPTCUTANEO PUR-CATHETER
SE DECISION MADE: 03-AUG~2000
510(k) STATEMENT

DEVICE: VYGON LIFECATH-PICC (PUR) CATHETERS (SINGLE AND DOUBLE LIMEN 3

SE DECISTON MADE: 03-AUG-2000
510(k) STATEMENT

DEVICE: C.T.M. MOBILITY SCOOTERS HS-666, HS-730, HS-570
SE DECISICN MRDE: 25-AUG-2000
510(k) SUMMARY AVATIABIE FROM FDA

DEVICE: C.T.M. MOBILITY SCOOTER, MODEL H2-686, HS-740, HS-580
SE DECISICN MADE: 25-AUG-2000
510(k) SUMMARY AVAILABLE FRCM FDA



SUBMITIER ADDRESS LISTING FOR CORH SUBSTANTIALLY BQUIVALENT (SE) 510(K) SUMMARIES OR 510(K) STATEMENTS 05-SEP-2000
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WR MEDICAL ELECTRCNICS CO.
(ACTIVE)

ATIN: PATRICK J ANDERSCN

123 NO.2ND,STREET

STILIMATER, MN 55082

WRIGHT MEDICAL TECHNCLIOGY, INC.
ATIN: LYNNE WITKOWSKL

5677 AIRLINE RD.

ARLINGTON, TN 38002

6136 FM 1616
ATHENS, TX 75751

510(k) NO: K000574
PHONE NO : 651-430-9930

510(k) No: KOO1706
PHONE NO : 901-867-4620

510(k) NO: K002149
PHONE NO : 901-867-9971

510(k) NO: K00O737
PHONE NO : 903-675-1429

DEVICE: IONTOPHCRETIC DRI DELIVERY ELECTRODE, ICNTOPHORETIC ELECTRODE

SE DECISICN MADE: 09-AUG-2000
510(k) SMMARY AVAIIARIE FROM FDA

DEVICE: WMI' MODULAR SHOULDER SYSTEM
SE DECISION MADE: 16-AUG-2000
510(k) SUMMARY RVAITARIE FROM FDA

DEVICE: LINEAGE ACETABULAR SYSTEM
SE DECISION MRDE: 31-AUG-2000
510(k) SUMMARY AVAILABLE FROM FDA

DEVICE: OQRXTAL DIILATCR SET
SE DECISION MADE: O01-AUG-2000
510(k) SMMARY AVAILAELE FROM FDA



SUBMITTER ADDRESS LISTING FCR CORH SUBSTANTTALLY BQUIVAIENT (SE) 510(K) SIMMRRIES COR 510(K) STATEMENTS
FOR FINAL DECISIONS RENDERED DURING THE PERICD 01-AUG-2000 THROUGH 31-AUG-2000

TOIAL 510(k)s THIS PERICD 317
TOTAL WITH SOMMARTES 246
TOTAL WITH STATEMENTS 71
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